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DISCLAIMER

This document has been produced without formal United Nations editing. The designations
employed and the presentation of the material in this document do not imply the expression of any
opinion whatsoever on the part of the Secretariat of the United Nations Industrial Development
Organization (UNIDO) concerning the legal status of any country, territory, city or area or of its
authorities, or concerning the delimitation of its frontiers or boundaries, or its economic system or
degree of development. Designations such as “developed”, “industrialized” and “developing” are
intended for statistical convenience and do not necessarily express a judgment about the stage
reached by a particular country or area in the development process. Mention of firm names or
commercial products does not constitute an endorsement by UNIDO.
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Any part of this publication may be quoted and referenced for educational and research purposes
without additional permission from UNIDO. However, those who make use of quoting and
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Background

In accordance with the recommendation of the First Comnsultation

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 Consultation (report cf the First Consultatiou: ID/259,

paras 1 and 3 to 7).

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

of sources of supply of 26 bulk drugs, their intermediates and some

raw materials’” has been prepared.

Further, reference papers to complement the main survevs recommended
by the Committee of Eperts have also been prepared, and which are

described in the background paper to this issue.

The Document

Report .o the Second Consultation; Availahility, pricing and
transfer of technology for bulk drugs and their intermediates,
background paper (ID/WG.39379).

The main objective of issue 1 of the First Consultation was to
discuss the technical and economic aspects of the availability of
intermedia*es and bulk drugs, in order to evoive a better under-
standing of this topic and assist developing countries in the
production of such drugs and intermediates. This issue c.Jjers two
topics, intermediates required for manufacture of bulk drugs and

bulk drugs required for formulations into dosage forms.

The main objective of 1ssue 3 of the First Consultation was the
transfer of technology to enable the integrated production from
raw materials to intermediates to bulk drugs of the 26 essential

drugs included in UNIDO's 'ist.
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Upon the recommendation of the First Consultation, a Committee
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 production and formulation manufacture, and which prices

of bulk drugs play in formulation manufacture. However, the

Committee did not arrive at a ricing mechanism 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 tecunclogy. 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 availability of technology for transfer to develop-
ing countries turned out 14 replies out of 130 addressees covering
17 out of the 26 essenti«l drugs in UNIDO's list and 2 inter-
mdiates. However, thz technology offered was based on imported
intermediates — which problem of price aid availability is still
unsolved -, technology to manufacture intermediates seem to be
non-available, and the desired upstream manufacturing integration

from raw materials to bulk drugs could not be achieved.
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Despite the above disappointing outcome, UNIT'U continued its
search and eventuzlly became successful ir identifying some
independent research-based technology hc.ders willing to trans-
fer technology for the production of 2. out of the 26

essential drugs in UNIDO's Jist.

A directory of sources of supoly of 26 essential bulk drugs, their
intermediates and some raw materials was prepared in order to in-
form 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 procurement.

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 takea 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 could be found by the
Committee of Experts. The Committee considered that the more logical
alternative for irproving the availability ard pricing of the above
products in developing countries was through dcmestic 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. The Secretariat would
continue its enceavours to dialogue with major technclogy holders

and to make avallable toc interested developing countries the infor-

mation currently obtained or subsequentiy received.




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

successful in identifying some independent research-based tech-

nology holders having technological capability and 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 ot the 2€ essential drugs included in UNIDO's list. Accord-
ing to them, some of the technologies are already in commercial
production in both developed and developing countries. This group
has informed UNIDC about their technolcgies including terms 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) chemical synthesis from raw
materials and from intermediates, (ii) drug production by fermen-

tation and (11i) 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 cechnology made by the
independent technology holders, whereby feasibility studies
couid be prepared in collaboration with the above technology
holders. Thereafter regotiations between the parties could
be initiated and the results could be reported to the next

Consultation. .

b) as an alternative approach to transfer of technology from current
technology holders, co-operation among developing countries 1n

areas such as applied research and development may be desirable




for the longer term development of technologies from raw ma-
terials to intermediates to bulk drugs, according to the health
needs of developing countries. A feasibility study leading to
the establishment of such research and development centre could
be prepared to enhance the technological capabilities of

developing countries.

B. Formulation into dosage forms

To help promote the development of the pharmaceutical industry 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 at reasonable prices
nor covers the majority of drugs required by the health r.eeds of

developing countries.

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

c) The directory is currently restricted to 26 drugs which are
a fraction of WHO's essential drug list. Informacion on ad-
ditional sources of supply for a larger number of bulk drugs
would improve the bargaining of developing 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-
tished to update the expanded directory periodically, and
make available this information to interested developing

countries on request.

d) To provide practical assistance in particular to the least
developed countries, technical profiles on formulations in-
cluding the design and layout of model production units have
been prepared. Thereafter, the technical profiles could be
upgraded to industrial profiles by completing the necessary
techno-economic appraisal, to be followed by specific pro-
ject preparation upon request of individual developing

countries.




C. National drug policies

As reported in the background paper, a case study of four developed
and developing cointries was carried out concerning the national
Jrug policies and its impact on the development of their pharma-

ceutical industry.

In view of the important role playved by those policies in guiding
the development of the pharmaceutical industry, the advice of the

Second Consultation is sought on the following:

e) The carrying out of more comprehensive case studies on national

drug policies and the preparation of guidelines thereof.
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