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1. The Second Genersal Conference of the United Tations Industrizl
Develooment Crganization (UXIDC). kheld at Lira. Peru. in March 1375.
recomzended that UNIDC stould include among its zctivities a Srysten of
continuing Consultations tetween develoring and develored countries with

+he oblective of raising tne develovning countries' share in werld industrial
output through increased international co-operation. That recommendaticn vwas
endorsed by the General Asseribly at its seventh stecial sessioz in

September 1975.

2. The System is being implemented under *the guidence of the Industrial
Development Board, the policy-making organ of UNIZC; it decided im 1375

that Consultations should be held among memver countries and that
varticivants may include officials of Covermments as well as representatives

£ industry, labour, consumer groups, etc., as deemed aztrenriata ©

[oF

Govermment. Relevant crganizations are azlso ianvited to zert.cigate.
tendance has bdeen 150-250 participants from 50-TC countries and the
conclusions and recormendstions of ecch Consultaticn have teen adopted

by consensus.

. To prepare for Consuitaticns on the Fharmaceutical Industry, two

L)

vanels of experts from developing ané develozed countries were ccnvened

in June 1977 ané Tebruary 1978. An Interregional !‘eeting %o Trezare for
Consultations on the Pharmaceutical Industry was held ia January 13735 =2t
Cairo, Zgyot. Through these meetings, the ULIDC secretariat identified the

issues that might be suitable for Consultations on this industry.

L, Yhen considering the prograrme of Censultatvions for 1950-S1, the
Board authorized the UNIDO secretariat tc convene the First Consultation

on the Pharmaceutical Industry in 1980.

5. The purpose of the Glcbal Preparatory eeting was to aavise on tiae
issues that should be diszussed at the First Consultation on th
Pharmaceutical Indus~ry to be convened in Lisbon, T .:ugal frcm

1-5 December 1980.




8. 3earing in mind the ongoing prograrme of co-cperation vetween UNICO,
WEO and UTiCTAD on this industry, revresentatives of ¥iQ and UNCTAD were
invited to participate in the lleeting. Attention was drawn to WIC's Action
Prograrme on Issential Drugs approved by the ¥World Health Assembly in 1978.
In this cornection, it was noted that the Executive Heads of WHEC and UniIdo
entered into an agreement in August 197D to co-ordinate the efforts of tae
two Organizations on the develovment of the pharmaceutical industry:

"WHO's contribution would focus on the identification of health needs
and on the definition and implementaticn of health and drug policies;
UNIDO, on its part, would focus on tae definition and icrlementation
of industrial oroduction policies, inecluding phermaceuticel zreduction
and utilization of natural resources”.

-




I. WCLUSICHS AID RECCMMETIDATICHS

T. The Global Frevaratcery lleetln

"y

reccrrmended that the TFirst Consultation

cy

tteeting on the Pharmeceu +ical Tndustry should consider the following troree
issues:
- The pricing and availadvility of intermediates and bulk drugs;

- Contractual arrangements for the oroduction of drugs
Part 1: Relevant issues to be taken into account when negotiating
2 transfer of technology agreement;
Part 2 2: Dreparation of guidelines;

The availability, terms and conditions for the transfer of technology
for the manufacture of essential druss included in the illustrative
1ist prepared by UNIDC in coasultation with WHOC.




II. ORGANIZATION OF TrE MEETIHG

8. The Global Prenaratory ileeting was convened in Cancun, ilexico fron

2L-27 April 1980 at the invitation of the Government of Mexice.

9. There were OT persons attending the Meeting, including 43 participents
from 29 countries, 1 representatives from 6 organizations, and LO observers

from Hexico.

10. The Meeting was formally opened by Dr. Carlos Gual Castro, Vice-Minister
of Assistance, Ministry of Eealth and Assistance, in the cresence of

My, Jesus Martinez Zoss, Sovermor of the State of Quintana Roc. The
Yice-i{inister stressed the urgency of excvanding the pharmaceutical and
vharmaceutical chemical industry's contridution to national nezltin services

in develovinz countries.

11. The lfeeting elected Mr. Hatan Warman, Vice-Minister of Industriel

Develooment, Secretaria de Patrimonio y Fomento Industrial, exico as

(8]

Chairmen end Dr. Vischer, Yember of the Zoard of Directors of Cite-Geigy an

recresentative of Switzerland as Vice-Chairman.

12. M4r. A.Hacini, Head of the Megotiations Section, resvonsible for
organizing consultations, explained the origin and scope of the UNIDO System
of Consultations and stiessea the unique features of MIDO's consultations,
nemely (a) the continuing nature of the System, (b) the emphasis on reaching

consensus;ané (c) the direct contributiou made by representatives of industry.

13. i4s. A. Tcheknavorian-Asenbauer, Chairperson of the UNIDO Internal Task
Force to prepare for Consultations on the Pharmaceutical Industry, introduced
the three issues which the UNIDO secretariat had suggested might te suitable
for consideration by the First Consultation. These issues had been selected

aft>r detailed on-the-spot studies of the constraints faced by selected

developing countries in establishing and expanding their pharmaceutical industrv.

The three icsues were considered by the UNIDO secratariat as suitable because

they could be solved by greater international co-overation. Other problems

identified were the prerogative of national policy,
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Issues recormendesd for consideration by the First Comsuitation;

1.  The Meeting z2dopted the following Agenca:
i.
ii. 2dovtion of the Bevor:t of the Meeting.

In the pre-session document ID/WG.317/1,

three issues that might be considered by

tke UNIDC secretariat suggested

the First Consultation, narely:

(a)
(b)

(c)

The cther doruments suomitted to the leeting are listed in inmex 2.

The vricing ané availability of intermediates and dbulkx drugs;

Guidelipnes for licensing arrangements for the transfer of

technelogy for the basic maaufacture of the active ingredients

of essential idrugs and formulations:

The availacility, terms and ccnditions for the
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15. The lieeting adotted the Repert cf the llesting at Its final session

-

13EC. The leeting was formally closed 3y Sr. Arseanio

Director-Ceneral, lexican Social Security Institute.
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(a) The oricing and availability of interrediates end bulk drugs

16. The Meeting agreed that this issue should be considered at the First
Consultation. When preparing the bvackground to this issue, it was suggested that
the URIDO secretariat consider the various factors affecting the price at which

intermediates and bulk drugs are sold.

17. The Meeting ccnsicered the evidence of disparity in the vrices charged
for intermediates and bulk drugs contained ir UNIDC parer ID/WG.317/1 . The
UNIDO secretariat rointed out that the reason for raising this issue was that

the high price of intermediates and bulx drugs in relation to the price of

He
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finished vroduct affected adversely the economics and fe

establishing bzsic manufacturing and formulating facilities.

13. Participants frcm develoding countries siressed tnst dispari<ies in prices
were sometimes even greater than those chown in tiae UNIDC report. They felt

that the distarity should be much less in order to te reasonable and racilitate
the develovment of vasic manufacture and formulation in developing countries. It
was further pointed out that where there were nmany scurces of sucdly, the
disparity of prices was nmuch less than when trere were only two or three
supdliers or where supplies were tied to purchases from the zurent company.
Turthermore, in one develoving country it was indicated that three of its

vlants established for the manufacture of essential drugs were closed down

at present because of the high price of intermediates

19. Participants from develoved countries indicated that no-one should be
surprised at a very large disparity in prices. Indeed, a uniform set of prices
would not be normal since different prices showed that there were a number of
different suppliers and that competition existed. These participants also

nointed out that the price cuoted for any particular sale would depend on the
volume of sales, the duration of the contract, the quality of the product and
related services including research, the class of customer, stecific tender
requirements as regards marking, coding, etc., the liability of the suprlier,

tne patent situation in the purchasing country, etc. In addition to these factcers,
the general rurket conditions varied so much from country to country that there

was notiing survrising in finding differences in prices of the order 1:10.
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20. The accuracy of the information presented by LXiby for a few specific

cases was questioned by a few rarticipants from developed countries, and in
particular in the case of one vroduct for which prices were guoted for one

sole supplier. It was also pointed out that for one other vroduct the orice
quoted for cne country was two years out of date. The UNIDC secretariat informed
thae leeting that the information presented was based on quotations received by

developing countries. Particisants from developing countries confirmed this.

21. Participants from develcping countries indicated that it wes difficult
for them to monitor world prices of bulk drugs and intermediates ard to sc.ve
the orodiem of oriciang and availability of intermediates znd tulk érugs. They

Trev——

further indicated that it might be useful, therefore, that ULIZ0 prenares and
regularly updates 2 directory of socurces of supzly of essential drugs anéd their
intermediates in botk develoved ané develoding countries, to te cireculated

arong develcping countries. Collaboration from the pharmaceutical industry,
conranies, industry associations and intermational ergenizations would de
helnful in this respect.

22. 1In order to avoid the tig differences in prices of some tasic drugs and

their intermediates, terticirants from develoving countries thought it might
be useful that a Joint cormitiee repnresenting totn develoted and develcning
countries, under the ausvices of UNIDO, be set uy 4o discuss the sources of
supnly and pricing scheme of the UNIDO list of essential drugs and the
intermediates needed for the production of these drugs . The same perticipants
felt that it would be advisable that the prices agreed upon ce stabilised for
a certain period of time: the prices set by the committee should be declared

by UNIDO to the develoving countries.

23. The international pharmaceutical industry and iis associations were
invited to assist UNIDC in compiling the requested information on sources

of supply. However, the representative of the industry from one industrialized
country cautioned that the laws affecting the companies which he represented
would not allow them to take part in an exchange of information on and

discussicn of drices.
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24, Particivnants from a few developing countries suggested that market
research should be underteken by the international oharmeceutical industry

to ascertain the requirements for intermediates and naturzl resources esrvecially

]

medicinal plants of developing countries. In order to easure reliable suprlies,
developing countries neecded to establisi plaats to serve sub-regicnal or regicnal

markets.

(v) Contractual arrangements for the oroduction of drugs

25. The Meeiiug agreed that this issue should te considered at the First

Consultation.

26. It was further agreed that this issue would contain two parts, namely:

Part 1: Relevant issues to be taken irto acccunt when necotiating =
transfer of tecnnology agreement

The followin: important factors, inter alia, should te taken into account:

. Zealth sector structure ané nhealth-care dslivery svystem;

[=N
U

ii. Local technical skxills and supporting technical ianfrastructure;
iii. ZEconomies of scale;

iv. 1Industrial property legislation;

v. TFiscal and other legislation including tarif® duties.

Part 2: Prevaration of suidelines

Guidelines for licensins arrangements for the transfer of technology for the

basic manufacture of the active ingredients c¢f essential drugs and formulations.

27. The agreement on the contents of this issue was reached in the following way.
The UJIDO secretariat proposed that the Consultation consider the issues described
in Part 2. However, participants from developed countries and "the IFPMA felt that

this issue had to be broadened.

28. After lengthy discussion, a small working group was established by the
Chairman, to elaborate the important factors that had to be considered when
negotiating a licenuing agreement. The !Meeting reviewed and agreed on the five
important factors that this working group identified. It then decided that these
factors should bte considered as the first part of this issue rather than as a

separate issue.
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29. ‘hen preparing the background vaver for the FTirst Consulteztion., the UIIDM

s Py

secretariat weculd teke into account {(a) the soints raised in the discussion of

this issue and (b) documents zlready sutlished Ly UNCTAD and the United Nations'

Agencies on tecinnology trensfer to developing ccun*ries.

30. As an indication of the contribution of develoved countries to the transfer
of technology to develoving countries, the representative of the Unized Fingdom
oresented data for the first time drawn from 19 European research-baued
pharmaceutical companies. This data reviewed the existing nosition relating %o
the transfer of technology, training vrogrammes for vroduction, queliiy control,

distribution =2nd storage,

(¢) The availability, terms and conditions for the trznsfer of technclopy
for the manufacture of essential 4rugs included in <he iilustrative List

orecvared oy UultC in censuliazizn witih Z0

irs<

1. The !leeting agreed that thiv issue shoulé be considered at tne

Consultation.

2. The UNIDC secretariat explained that it was cronosed that discussion cn

<he adove issue relate tc¢ an illustrative 1isi of 25 drugs rather thaz the whola
range of dharmaceutical products so that the discussicn could Te Tractical, The

UJIDO secretariat also explained heow <he illustrative list of 25 Zrugs nrad veen

prezared (see ID/WG.317/1, Deras. 25 2nd 26).

33. Tha lleeting generally agreed that the list selected ty UNIDO was useful
. . . 1/ . . .
as an 1llustrative list™, However, tefore presentation to the First Consultztion,

UlIIDC should urdate the list in zonsultation with "HC and develconing countries.

1/ In this connection, one participant stressed that medicinal plants and
other biologlical resources are relevant and important resources for tne
manufacture of some essential drugs and pharmaceuticzls. UNIZC should
cromote transfer and develonment of the technolozy needed to manufacture
such essential drugs as alternatives to some drugs included in %he
present UJIDC illustrative list,
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34, A number of corments vere made related to specific drugs included
the list such as Ethinylestradiol, 2eprenium, Pesepine, Streptomyein,
‘iethyldopa, Vitamin Zyo 2nd Blood Tractions. Tt was suggested thatl scome
of these drugs may ©e replaced by other drugs wvhich are therageutically
to be -preferred for primary health care and which recuire a less sopnisticated
manufacturing process. It was further pointed out that some drugs on the list
were classified as complementary drugs by WHO. In the case of blood fractions,

albumin and plasma may be given rriority over the other more complex fractions.

35. Some participants felt that (a) immunologicals vaccines and sera and (b)
disinfectants and antiseptics stould de inciuded in the UiID list as
recommended by the Second UZIDO Panel ‘teeting. It was pointed out dry ULIIC
that =hey nad not been included so far because ithe tecrnology was alread]

available through WHC and other sources.

36. 3earing in mind the opvortunities to acquire technology tc produce 25
drugs that already exist, it was suggested tnat UYTIS0 comgpile a directory of
sources of technology which. give the salient features of the technology. In

compiling this directory, accrunt should be %taken of ithe experience of

ctr

develcping countries with these technologies and the terms and conditions they

obtained.

37. It was pointed out by the participants from develoved countries that the
local manufacture of bulk drug substences migat lead to higher ex-factory costs.
Some of the participants from developing countries vointed out that they might
be willing to accept this for reasons of industrialization, foreign exchange

savings or other strategic consideratiocns.

o
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IV, WOPE THAT MICZET 3F DIDIRTAXEN BY NTIDQ PRICR TC THEE FIPST COUSULTATION

-~

38. As regards the first issue, namely, "The pricing and availability of

intermedietes and bulk drugs'’, the UNIDO secretariat was requested to identify
]

sources of bulk drugs and interrmediates for the WEC list of essential drugs™

and the UNIDO illustrative list of essential drugs, rescectively.

32. Regardine the second issue "Contractual arrangements for the prodretion
of drugs", UNIDO was invited by cne participent to take ncte of the
recommendation of the Havanna Conference of Heads of State or Government
of Mon-Alimned Countries that 2 code on trade, distrivution and transfer and

-~

develorment ¢ technolegy in nhermeceuticals should te orerared. Ze further

suzgested that UNIDC should work %ogether with UUCTAD and WEC in Zrafting suech
a code and present any results achieved between now and lecember 138C to iae
Tirst Consultation. Some doubts were expressed abtout tie usefulzness of this
exercise by a tvarticipant from a2 develozed countryv.

L3, It was pointed out that the Interregionzl Ilieeting held in Cairo in 1375
has asked UNIDO to p»repare a mcdel contract fcr tie Lransfer of tecznology or
at least the essential points to bte taken Into consideration and the clauses

to ve incluéded in sucz a centract. 3Searing tihis oecint in mind, it wes suggested
by several varticivants that 2 detailed dra”™ te tregarei for tle Tirst
Consultation and be circulated well in advarce. The narticirants from develcped
ccuntries recommended that UIiID0's treatment of tais sutject adont 2 neutral

aprroach.

L1. In connection with the third issue "The availability, terms and conditions

for the transfer of technology for the manufacture of essential drugs included in
+he illustrative list prepared by UNIDC in consultation with WHEC', the suggesticn
was made by a participant from a developing country that ULIZO should estatlish

a task force to prepare a directory of the possitle sources of the nost up-to-date
and reliable technology for the production of essential drugs. This directory

should also indicate the terms and conditions for the transfer of such technology.

1/ The Selection of Essential Drugs: Second Report of the WHC Exvert Comnittee.
lorld Health Organization, -ecnnical Bepor+ Series 6Ll, 1372.

-
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42. Bearing in mind the need for strategic planning in order to obtain
eccnomies of scale, it vas suzgested that UFIDC, after consultetion with

the relevant develoving countries ané regional organizations, should prepare
an action programme that proposed which active ingredients caan be produced
and in whick region; the proposals should also indicate how, wnere end rnen
these active ingredients might bte produced. I+ was suggested that after some
time of operation of such projects, UNIDC skould review their terformance in

order to help future projects with the experience gained.

) S
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LIST OF DOCULEITS

Issues that might be considered at the First Consultation

List of Particivants

WEO Position Paper for the UWIDC Preparatory lleeting for the
First Consultation on the Pharmaceutical Industry

UNCTAD's Contribution to Selected Issues in the Phermsceutical
Sector: Yote by the UNCTAD Cecretariel

Activities of Suropean Research-based Pharmaceuticel Companies

in the Third Worid

TFPMA Submission to delegates attending the Gloval Preparatory
g g

deeting for Consultations on the Pharmaceutical Industry
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Mr. B.S. MCHOMVU
Ministry of Industry
Box 9503
Dar-es-Salaam

Dr. L. TIEDE
Ministery of Industry
Box 9503
Dar-es-Salaam

UNION OF SOVI=T SOCIALIST REPUBLICS

Mr. Alexander NATRADZE

Chairman

Scientific and Technological Council
Moscow

Mr. Robert GLUSHKOV

Deputy Director

All-Union Research Chemicaland
Pharmaceutical Institute
Moscow

UNITED KIRGDOM

Dr. Armmold WORLOCK
dellcome Foundation Ltd.
P.0. Box 129

183 Euston Road

London NW1 2BP

UNITED STATES OF AMERICA

Mr. Matthew W. meY, Jr.

Vice President

International Affairs

Pharmaceutical Manufacturers Association
1155 15th Street, N.W.

Washington, D.C. 20005
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ARAB COMPANY FOR PHARMACFUTICAL INDUSTRIES

AND MEDICAL APPLIANCES (ACDDMA)

Dr. Abdo Mahmoud SALLAM
Chairman

9 Bmad El1 Din St.

Cairo

Egypt

FEDERACION LATINOAMERICANA DE LA

INDUSTRIA FARMACEUTICA (FIFARMA)

Mr. David V. ZAROUK

President

Pederacién Latinoamericana de la
Industria Farmacéutica (FTFARMA)
Carlos Pellegrini 763

Buenos Aires

Argentina

ir. Oscar PEREZ DIEGIEZ
Secretario Zjecutivo Adjunto
FIFARMA

Carlos Pellegrini 763

Buenos Aires

Argentina

Mr. Carlos PISCIONE
Vember of the Board
Quimica Hoechst, S. A.
Corrientes 222

Buenos Aires
Argentina

Dr. Ramiro RODRICUES-VILLAMIL
Member of the Board

Roche International Ltd.
Cerrito 461 P 4

Montevideco

Uruguay
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INTERNATIONAL FEDERATION OF PHARMACEUTICAL
MANUFACTURERS ASSOCIATIONS (IFPMA)

Mr. S.M. PERETZ
Executive Vice-President
Nordstrasse 15

P.C. Box 328

CH-8035 Zurich
Switzerland
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President

Internmational Division
Schering-Plough Cormoration
Gallovning ¥ill Road

P.0. Box S00

Kenilworth, NJ 07033
United States of America

Mr. Otto H. NOWOTNY

Economic Adviser

F Hoffmann-La Roch and Co. AG
Ch-4002 Basle

Switzerland

UNITED NATIONS CONFERENCE ON
TRADE AND DEVELOPMENT (UNCTAD)

Mr. Kumariah BALASUBRAMANTAM
Technology Division

Palais des Nations

Ch-1211 Geneve

Switzerland

UNITED NATIONS ASTA-PACTIFIC
DEVEIOPMENT INSTITUTE (UNAPDI)

Dr. Claudio SEPULVEDA

UNICZF Expert on Health and Social Development
P.0. Box 2-136

Sri Aydhya Road

Bangkok

Thailand
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WORLD HEALTH ORGANIZATION (WHO)

Dr. Hector ACUNA

Director,

Pan American Health Orzanization

Pan Armerican Sanitarwv Bureau and

YHO Regional Director

Regional Office of the Jorld Health Organization
for the Americas

525 Twenty-Third Street

N W Washington, D. C.

United States of America

Dr. Fernando ANTEZANA

Senior Scientist

Drugs Policies and Management

Division of Prophilactic, Therapeutic and
Diagne: tic Substances

WHO

1211 Geneva 27

Switzerland

Dr. Tnrique FEFER

Regional Advisor on Drug Control

pan American Fealth Organization/

Regional Office of the World Health Crganization
for the Americas

525 Twenty-Third Street

¥ ¥ Washington, D.C.

United Staites of America

Mr. Alberto RODRIGUZZ FERVANDEZ

Legal Advisor

pan American Jealth Organization/

Regional Office of the World Health Organization
for the Americas

525 Twenty-Third Street

N W Washington D.C.

United states of America
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