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INTRODUCTION

The purpose of this documeat is to discuss a number of critical
issues involved in the TOT through contractual means, particularly as
related to the transfer of chemico-phartaceutical technologies to developing
couniries. It is not intended to cover all issues involved in such trans-
antions, but to highlight those which may have special lezal, technical or
economic importance, or w ich may give rise to controversial views from

the standpoint of export.rs and importers of technology.

The analysis that follows concentrates on three main sets of issues.
First, a brief consideration is made on some general principles that should
govern TOT in pharmaceuticals, particulerly to developing countries.

Second, the paper examine:s terms and conditicns which ray affect the extent
of use of technology transferred, and thereby limit the potential beneficial
effects of such transfer on the receiving country. Third, other relevant
issves, concerning certain key problems in licensing are dealt with, taking

irto account the specific characteristics of the industrial sector involved.

For the presentation of discussion on the various items, the paper
summarizes the different positions taken on them by developed and developing
ccuntries, 2ither in international fcra or as expressed in their national
or regional laws, regulations and policies. Of ~ourse, opinions may differ
within a single country or group of cowitries, a; well as change according
to evolving political end ecconomic circumstances. Hence, opinions summarized
below constitute a simplification of various positions on the items dealt
with. Bearing this in mind, conceptions as described should be considered
as reflecting predominant trends and currents of opinion, which may not

necessarily corre<nond t¢ any particular country or group of countries.

When possible, suggesticas for alternative approaches on cxamined
issues are also made. For this task pvevious discussions and work on TOT
matters vndertaken by UNIDO and other international organizations, such
as UNCTAD and WIPO, are taken into azcount.
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1. Channels for TOT

This paper concentrates on TOT that takes place through contractusal
means (often broadly referred to as "licensing agreements"). It 1s not
intended to deal with other channels for technology transfer, such as the

establishment of subsidiaries and the constitution of joint ventures.

Foreign investment (through the setting up of subsidieries or branches) .
is not likely to be the most suitable opticn as a means of TOT (1), whenever
the policy objective of a country is to strengthen domestic technological
and productive capacity in order to reach certain national control over such
a vital and strategic industry as pharmaceuticals. In particular, the
effects of TOT within transnational corporations are basically confined to
the precincts of the own corporation, without entailing a real access by

the host country to the techmology transferred /2).

However, it is to be noted that tecknology is mostly in the hands of
individual companies. It is, therefore, desirable that these companies and
the developing countries enter into long-term partnership arrangements based
on mutuelly beneficial terms. Such an arrangement is likely tc¢ give the
developing countries access to up-to-date technology, which 1s under constant
improvement and thereby these ccuntries have a possibility to avoid
cbsciescence and uneconomical production.

The constitution of Joint ventures is visualized as one of the best
methods for transferring technology, as far as the foreign supplier's
participaticn ensures an efficient performance of the enterprise and an
appropriate and continucus flow of technology. Ycwever, the beneficial
effects to be derived for the host country on the basis of the TOT are
depencent upon the real control exercised by locel peartners over the enter-
prise’s activities, and upon the degree of absorption of the technology
reached by local personnel. For these purpcses, the terms and conditions
of the licensing agreements entered into between the foreigan supplier and
the joint venture, constitute an essential part of the overall relationship
between the parties. TOT through contractual means between independent
parties provides a suitable form for increasing local technological capacities
and ellows & further autonomous developmert. This method may also represent
a useful tool fcr technical co-operation among developing countries (),

eventually through and with the assistance of UNIDO.
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The negotiation of contractual arrangements for the TOT presupposes

the existence of a willingness by the potential supplier and recipient

parzies to conclude a contract under mutually acceptable terms and conditions,

in accordance with the applicable law.

The content of such terms and conditions will vary significantly
according to the type of technology transferred (processes for new products;
new processes for krown products; improvements on existing processes;
techniques tor formwation, etc.) and to the items included in the object
of the agreement (licences of patents, transfer of know-how, engineering
services, quality control methods, etc.). Therefore, the pertinence and
relative importance of issues discussed in this report will depend upon

the substance of the agreement to which they would apply.

2. Transfer of techrology for formulaticns

The technology for formulation of final products is, in general, well-~
known and fairly well diffused. Agreements for the transfer of this type
of technology usually involve the provision of active ingredients, the

communication of medical and other scientific information needed for the

registration of the products, and the licence on trade marks of the supplier.

Evertually, it may comprise a patent licence, but only as a means for
covering imports from the supplier. In fact, given the very limited techno-
logical contribution {regarding production techniques) that these agreementu
usually may provide, the contrscts should be generally limited to "service
agreements' or other forms of arrangements that do not imply the submission

of the recipient to continuous payments or other restrictive conditions.

The transfer cf techniques on formulation is likely to have & very
limited impact as regards the improvement of the technological capatility
in the receiving country, without prejudice to its external effects as to
the establishment of testing laboratories and some screening facilities,
In general, such technologies do not involve any secret information, in
contrast with the case of technologies for the manufacture of bulk drugs,
vhich is more complex, and sometimes is very new and sub‘ect to the tight

control of the innovators in the industry.

As stated before, the main concern of this document is to deal with
questions involved in the negotiation and drafting of agreements 7cr the
production of drugs. However, as technology for formulaticns is sometimes
trangferred under "licence" agreements, many of the issues dealt with here
are also pertinent for that kind of arrangement. Likewise, the paper
considers some aupects that are of specific or particular relevance to such

arrangerents (see specially section III 1, 2 and 3).
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It is important to stress that many developing countries aliready
dispose of technology for formulation, and are in a capacity to transfer
it to enterprises of other developing countries. The possibilities of
establishing a useful co-operation among developing countries in this field
are, therefore, very important, and should be extensively promoted in order
to allow a faster development of the pharmaceutical industry in such

conntries.

3. Preparatory stage of negotiations

While the present document deals with contractual terms and conditions
in TOT arrangements in the pharmaceutical sector it should nevertheless be
borne in mind that the beneficial effects of the deal will, to a greater
extent, depend upon good preparatorv work done by the recipient party.

It is in this phase where the basic strategic policy consideravions should
be clarified and the basic criteria for the choice of technology, the supplier,
the modality of TOT determined. Specific consideration should be given
during this phase to such issues as: specification of local needs, develop-
ment policies, identification of local technological and material resources,
information on alternative technolcogical solutions, suppliers and channels
of transfer, possibilities of unpackaging, possibilities of adaptation,
possibilities to use the transferred technologies as a launching path for
development of local technicel and industrial potential. Constructive co-
operation of the supplying party and the support of local governments could
be instrumental to establish a sound framework, on the basis of which
negotiations could start. These issues might be considered in further

work undertsken for the preparation cf "Guidelines for TOT in pharmaceuticals".

L. Terminology

v N

For the purposes of this document "transfer of technology" or "licensing"
agreements comprise contracts for the licencé of industrial property rights,
the transmission of know-how, the provision of technical assistance and
related supplies (including machinery, equipment, intermediates, bulk arugs,
etc.). This concept applies to transactions on technologies for the
formulation of final pharmacevtical products, as well as, more properly,

on technologies for the manufacturing of bulk drugs.
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"Supplier" and "recipient" are used to name the persons, enuerprises

or other entities that provide ard receive, respectively, items relerred to.

"Froduct" is deemed to describe a form of a final rharmaceutical

ferma etion.

"Fulk drugs' means the tasic chemiral entities or active ingredients

in a pharmsceutical product.

"Manufacturing' means the preparation and compounding of the products
rrom the basic raw materials and active ingredients, processing, filling

packaging ani control procedures until the final dosage form.

I. GENERAL PRINCIPLES FOR TOT IN PHARMACEUTICALS

The formulation of the general principles that should govern tae
transfer of pharmaceutical technology tc developing countries, need to be
Lzxsed on t'e specisl characteristics >f the industrial development and
trade in pharmaceuticals of developed and developing countries. In this
cense, it may be useful to recapitulate that (i) the la.ter only account
for 11 per cent of world productior in this sector; (ii) “uieir expenditures
in cocncept of imports of drugs have grown quickly over the last years;
they doubled between 1972 and 1977; (iii) -nly seven developing countries
seem to have facilities for the manufacturing of bulk drugs and k3 for
formulating a range of products; (iv) transnational corporations control

a very substantial portion of such countries' narxzecs (k).

Further., availatle information on Iati; America indicates that TOT
to this region has practically consisted only of technology for the
formnulation of final pharmeceutical products (5). This transfer has not,
therefore, created or significantly impr-ved the capacity available In
such countries to undertake more complex activities involved in the

manufacturiag of bulk drugs.
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(n the other side, transnational enterprises do not seem prepared to
initiate or exrand their msnufacturing ictivities in develcping countries.
Thus, in India, the Hathi Committee pointed out the limited role of such
enterprises in the production cf bulk ¢rugs as compared with that cf public

and national private enterprises (6).

This situation suggests the imperative need for developing countries
to create capacity for the manufacturing of bulk arugs and the formulation
of dosage forms. Transfer of technology on zuitable terms may constitute

a major instrument for providing a basis for such a development.

However, TOT should be viewed as a component of a broader developmental
policy of vharmaceutical industry. As a result of the high concentration
existing in this industry and the role ¢f transnational corporations in
it, the access to new technologies may be difficult, particularly when its
possessor can exploit them through its own subsidiaries in the country
concerned. As indiceted by a European pharmaceutical firm, "companies
now want to exploit their technologies themselves. Nowadays it is very

rare to be granted a iicence for an interesting product" (7).

Accordingly, the ‘easibility of a successful policy based on the
importation of foreign technology will depend upon the degree to which
the general framework applicable to the industry favours the development of
a national industry. This may include, for instance, the restriction
to the establishment of foreign owned subsidiaries, and the promotion of
joint ventures with local participation; the exclusion of legal monopolies
on the basis of which the foreign enterprises could prevent or hinder
Jocal producticn, and the support of potential technology recipients in

the negotiation of TOT agreements.

With these considerations in mind, it is possible to define a set
of prirriple3 that should govern the negotiation, conclusion and performance

of TOT agreements in pharmaceuticals:

(a) TOT should contribute to the identification and solution of
economic and sccial problems related to the production and use of pharma-
ceuticals in developing countries, with an aim at substantially improving,
at adequate costs and quality, the provision of health care in developing

countries;
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(v} The parties to a TOT agreement should be responsive to the
health, drug, Industrial and cther relevant policies of the receiving
country, including import substitution, development of technical skills,

promotion of local inmovation, ete.;

(¢) Licensing agreements should contain fair andi reasonable terms
and conditions, including payments, and b2 no less favourable for the
recipient chan the terms and conditions usuelly applied by the supplier or

other reliable sources for similar technologies under similar circumstances;
(d) The agreements should, in particular,

(i) ensure the sbsorption of technology transferred by

local personnel;

(ii) allow the use, as far as possible, of locally available

materials and services;

(iii) facilitate and, in any case, do not restrict the adaptation

and further deveiopment of technology received;

(iv) include adequate guarantees for the performance of the

parties' obligations;

(v) provide full information on the characteristics of the
technology and drugs to be manufactured, specially in

respect of possible hazards and side effects-

(vi) do not contain 'njustified restraints on the recipient's

use of the technology.

Principles indicated in (a) and (b) above have, in general terms,
been e:cepted by developed and developing countries as part of the basic
background for jntermational transfer of technology (8). However, strong
resistance by developed countries has emerged with respect to the acceptance
of the "no less fevourable" clause (art. 5.3.a.i. of the draft Code of
Conduct). For Group B countries, each TOT transaction counstitutes a
unique incomparable case, while for the Group of 77, such a clause could
ensure more uniformity and fairness in TOT, particularly for the benefit

of parties with lowest experience and bargaining power.
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It is needless to stress the crucial importance for developing couwitries
cf principles described in (d). They aim at a greater self-reliance of
such countries in the manufacturing of bulk drugs. The acceptance of
developed countries to such principles seems to be, at least till now,
considerably qualified, as examined later in this paper in connexion

with some particular clauses in licensing agreements.

Principles stated above are premised, in sum, on the critical economic
and social implications that a balanced and integrated development of a
pharmaceutical industry has for developing countries. TOT in this field
opens possibilities of bringing about a substantial improvement in the well-
being of a large part of the Third World population. Therefore, it cannot
te considered solely from a profit-oriented point of view. Without
prejudice to the recognition of the legitimate interests of the parties
involved, it 1s necessary to take intc account the peculiar problems involved

and the consequent responsibilities of the parties and governments concerned.

II. MAIN CCNDITIONS ON THE USE OF TECHNOLOGY

In order to consider the most importarn: and cor:roversial issues
related to limitations on use of the technology, it is necessary to undertake
an introductory examination on a fundamental question in TOT, ¢ 'ncerning

the legal nature of agreements for the transfer of unpatented technc.ogy.

1. "Teasing’ or "sale'?

This question is +o be examined in the context of transactions involving

know-how, on which the supplier lacks a monopoly of use.

In accordance with developed countries' position - as expressed in
the negotiation of a draft Code of Conduct on TOT - TOT agreements should
contain a clause ensuring the recipient party's "respect for the ...
proprietery nature of ... any trade secrets, secret know-how and all other
confidential information” (art. 5.4.ii). Under this conception, TOT
would constitute a mere leasing whereby the transferor retains the "property”
of the technology and the transferee only nbtains a right to use it for a
limited period, under conditions which are assimilated tc those governing
patent licences. For this opinion, for instance, restrictions on the use
of the transferred technology after the expiration of the agreement, are

a normal consequence of the nature of the transaction.
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Developing countries have sustsined, on the other hand, that TOT
agreements operate the "sale" of the technology which would be "acquired"
by the recipient.

The thesis of the proprietary nature of know-how seems to be admitted
by a majority of U.S. authors with the support of case law. This notion
is based on the identification »f know-how and ''trade secret", ani on =
ccuacept of "property" extremely more flexible and imprecise thar under
continentel saw (9). In countries with codified civil lew, like Franc-, where
property rights can only be instituted bty law, kncw-how is considerec to be
a mere moropoly of fact (1C). The lack of a legal specific protecticn on
know-how also stems frem the application of the theory on "immaterialgiiterrechte"

by Italian authority (11).

In Latin America, the conceptior of the proprietary aature of know-how
nas bcen generally rejected as well (12). This also seems to te the rosition

of international organizations concerned with the matter (13).

In sum, without prcjudice to any nztional legal system thet may recognize
proprietary rights over know-how of a secret nature, such a notion can neither
be extended to the international field, nor impcsed to countries with
different systems of law or where know-bow is subject to different legal
systems. This doec not mean, nowever, to deny indirect Jurac cf protection

for secret know-how, for instance, under unfair competition law.

Tre issue under examination has mcaningful implications for the negotia-
tion and execution of TOY agreements. First, it should be clear that
property over know-how cannot be created by a contractual relationship.
Second, given the major difterences exisling in national legal systems,
the determination of the law applicable tn the contract will have a
cruciel relevance for the definition of the parties’' respective rights
and obligations. Third, the understanding given to this pcint may have
important consequences with regard to field of use rastrictions, ~onfidentiality

obligations, use of the technology after contract’s expiry, exports to
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countries where the supplier retains secret knov-how, and related issues.
Fourth, it should be noted that TOT agreements usually contain secret and
non-secret know-how, and that a clear distinction between them is necessary
for specifying the conditions applicable to each category of items

transferred.

The significance of these considerations, in particular, for TOQT
in chemico-pharmaceutical industries is manifold. Though patents piay
an ilmportant role in this sector, unpatented technolougies are likely to
account for = substantial part of technology transfer, particularly to
developing countries. As mentioned before patents do not normally contain
all information necesssrv for the use of the protected invention. Moreover,
in many developing countries patentability on pharmaceuticals has been

excluded or limited (1bL).

2. Confidentiality obligations

(a) Specification and scope

It is common to find in TOT agreements formulations that impcse c¢n
the recipient the obligation to keep confidential "all" unpatented technical
information received during the lifetime of the agreement. However,
t,echnology transferred usually includes information of a different nature,

from which only some specific parts mnay be considered as actually "secret'.

The recipieni party is not normaily in a position to appraise which
pieces of information are to be deemed confidential. He only has access
to it during the execution «f the agreement, and particularly when he
belcngs to a developing country, he has not the capacity needed for
evaluating and discriminating among the different types of informetion

transferred.
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It has been suggested, Tor this reason, that the supplier must speci-
fically indicate whether and which pieces of information are to be treated
as confidential (1°). In addition, confidentiality obligations should be
expressly provided for in the agreement (16). The rccipient cannot be
expected to discern whether the technology transferred has or has not been
previously divulged and, therefore, should not be bound, in the absence of
a specific provicion and indication by the supplier, to take measures that

the latter has not asked for.

To the extent that the recipient's reason to enter into a TOT agreement
is to obtain a technology that the supplier declares to be "secret", the
sgreement should contain a clear statement reflecting the* disciosure

thereof is the basic consideration by the supplier.

The scope of a provision on confidentiality should be limited with

regard to:

(1) information whicl was in the possession of the recipient or was

subsequently obtained by him from other sources;

(ii) disclosure by the recipient for purposes of subcontracting,

procurement , ete.;

(iii) disclosure necessary for complying with requirements of national
authorities concerning registration of the agreement or of the

products.

A possible text fer the provision, as discussed, could be the following:
"the recipient shall keep confidential all technical information transferred by
the supplier and snecifically indicated by him as being of secret churacter.

However, this prouvision shall not apply to:

(i) technical information which is publicly known or in the possession
of the recipient at the time of its transfer, or which is

afterwards obtained by him from sources other than the supplier,

(ii) disclosure by the recipient to tiird parties to the extent
necessary for the purposes of subcontracting, procurement or
other legitimate purposes relsted to the manufacture or sale

of the products;
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(iii) disclosure to governmen*al authorities as required for registration

or approval of the agreement or products" (1k).
(b) Duration

Technology suppliers generally tend to ask for confidentiality obligations
of indefinite duration, a. least as long as the respective knowledge has not
entered the public domain. This is regarded as a necessary protection for
valuable know-how, and as a condition for iacreasing international transfer
of technology. This approach seems to prevail in most developed countries’

legislations.

In many developing countries there is a trend to limit confidentiality
vtligations to the term of the agreement or a reasonable period thereafter.
This has been the practice of the Mexican Registry on Transfer of Technology
(17), as well as in Argentina (under law 20794, which was in force between
1974 and 1977) and is also required by the regulations of Brazil and
Spain. In the negotiation of a Code of Conduct on TOT, the Group of 7T has,
similerly, proposed that these obligations do not extend "beyond a lapse
deemed to be reasonable after the transmission of each item of secret

information" (art. S.4.ii).

With regard to developing countries' views n this issue it is
possible to distinguish the perspective of the recipient enterprise and
that of the government. The former is normally interested - having paid
for the disclosure of secret technology which may provide it a competitive
advantage - in retaining the secrecy of received information as far as
possible. However, the existence of excessively long restrictions is
likely to prevent the subsequent sale of the technology to third parties,
particularly to other developing countries. Besides technologies in
pharmaceuticals are subject to rapid change, improvement aud substitution,
and may become obsolete in relatively short periods. The recipient can
therefore resist to accept restrictions which would extend beyond the

likely econom’c life of technology transferred.
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Frcm the developing country government's viewpoint, there may be
an interest in the widest possible sharing and disseminating of technical
information imported, with the goal of improving the general technological
level of the country, avoiding repetitive importation of technology and
promoting a more rational selection and negotiation of foreign technologies.
This aim is not only related to the duration of confidentiality obligationms,

but also with their scope as regards the possible "sublicensing" by the

recipient to third parties in the country (see point II.k below).

The achievement of an adequate balance on these issues must ta%ke invo
accoun. all interests invclved. It cannot certainly rely on the recognition
of undetermined obligations which restrict the use of technology sine die.

It should rather admit that confidentiality is to last, for instance. fir
the lifetime of the agreement, or for a reasonable period thereafter in

cases Justified by the na‘ure, novelty, value and likely time of obsolescence
of the technology transferred. Another possibility would be, as provided
for by Brazilian regulation, to limit such obligations to a4 reasonable

period after each transfer of the latest information (18).

The solution given to this question, consistently with an sppropriate
treatment of the "sublicensing" issue and the right to use the technology
after the expiration of the agreement, -re essential conditions for
enabling a meaningful and promising technological co-operation emong
developing countries in the pharmaceutical field. This co-operation
will not satisfy its objJectives if developing countries' recipients are
condemned, under excessively broad or long confidentiality obligaticns, to
establish such co-operation on the basis of totally obsolete products anrd

technologies.

3. Sublicensing

In general, licensing agreements are deemed to be of a personal

nature (intuitu personue) and cannot be totally or partially assigned without

the express consent of the patent owner. In agreements covering know-how,
sublicensing provisions are considered exceptions to the obligation of
confidentiality as far as they imply the disclosure of secret information

to a third party.
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The recognition in TOT agreements of the possibility for the recipient
to grant "sublicences", has been vieved in some developing countries as s
desirable policy for avoiding repetitive importation of technology, and
enhsncing the horizontal transfer and diffusion within the receiving countries
0. technologies already adapted to local conditions. In a broader context,
sublicensing provisions may also be important with regard to the co-operaticn

among developing countries.

The negotiation of a straight authorization for the recipient to
sublicense at his discretion, is likely to give rise to certain reluctance
by the supplier and, at least, to an increase in the price charged for the
technology suprlied. In principle, such a general clause should be negotiated

only when thcre are actual perspectives or need for sublicensing.

A more flexible altermative would be to provide for in the agreement
the participation that the supplier would have in situations where the
recipient is willing to sublicense the technology to a third party. For
instance, the agreement might stipulate that the recipient may grant sub-
licences, subjcct to approval of the supplier, and the sharing that would
correspond to the latter on royalties or other payments to be made by
the subtlicensee (19).

A still more elastic approach conditioas the recipient's right to
sublicense upon appropriate negotiations with the supplier and the third
party concerned. Thus, the Indian Guidelines for Industries, 1976-1977,
provide that the Indian party should be free to sublicense the technical
know-how, product design/engineering design under the agreement to another
Indian party on terms to be mutually agreed to by all parties concerned
including the foreign collaborator and subject to the approval of the

government (art. 9, ii).

The sublicensing provision could, in accordance with tle precedent
considerations, be drafted ir. the following terms: "the recipient shall
have the right to extend the benefits of this agreement to any third party
upon such terms and conditions as may be agreed upon among the supplier,
the recipient and any such third party, and, where e, propriate, sublect to
governmental authorization as required by the applicable law of the

receiving coun y".
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L., 1loss of secret cnaracter of know-how

A compler situation arises when the technclogy transferred loses its
secret character, independently of the recipient, during the lifetime of
the agreement.

In the negotiution of a Coae of Conduct on TOT, the Group of 77 has
put forwyard that no restrictions on the use of the technology can be
imposed after the know-how has lost its secret character. This would
include the interruption of payments that the recipient would have to make
if the knowledge retained its secret character. Groups B and D have
rejected this position. For the latter, the recipient should be bound to
comply with all obligations emerging from the agreement, independently
of the eventual divulgence of secret know-how.

While the developed countries' position may find support in certeain
American authority (20), Lear vs. Adkins decision seems to have clearly
established in the United States that any agreement for the communication
of non-secret knowledge is to be deemed invalid and that, in this hypothesis,
the recipient could obtain reimbursement of payments unduly made (21).

The same solution seems t¢ be possible under French law (22).

Furthermore, the EEC Commission has stated, in its draft proposal for
a block excmption regulation for patent licence agreements and ancillary
know-how, that "t would constitute a violation of art. 85 (1) of the Treaty
of Rome the obligation on the part of the licensee to pay royalties after
the know-how has entered into the public domain - without default by the
liczensee - without prejudice to the supplier's right to receive appropriately
reduced royalties in respect of patents that remain in force or of know-
how which have not entered into the public domain (23).

In sum, while the issue dealt with here has not received an explicit
treatment and solutic~ in most regulations in developing countries, the
precedent examination reveals the existence of & trend in developed countries
that is apparently coming closer to the position of the Group of T7, as
expressed in the negotiation of a Code of Conduct.
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A possibtle formulation ¢f a provisicn cn this issue could be as
follows: 'if prior tu the date of expiry of the agreement, the technical
information transferred by the supplier loses its secret character,
independently of the recipient, the recipient sha’l have the right tc
termirate this egreement by written notice to the supplier, and to
continue using that information without further paymeuts or other obligaticns
with respesct to the sippiier. The further use of patents/trade marks
licensed herein will be the object of a new agreement to be =rreed upon

by the parties"”.

5. Use after expiration of the agreement

The restriction on the recijyient to continue using the technology
after the agreement's expiry is o-ne of the most frequently fcund in
TOT transactions. It was identified in 34.1 per cept of a sample of
agreemerts registered in Mexico, in 63.1 per cent of contracts reviewed
in Ecuador, and in 31.L per cent of agreements considered by the Comité
de Regalias of Colombia (24). In Venezuela, 10.8 per cent out of
100 TOT agreements on pharmaceuticals also contained that prchibition {25).

The restriction referred ic sometimes is formulated with the corollary
that all technical documentation furnished during the agreement must be
returned, at its expiry, to the supplier. In some cases, the limitation
further includes the production or sale of goods similar to or competitive

with those covered by the agreement.

The discussion of the issue at stake obviously requires to distinguish
whether the agreement involves patented or unpatented technologies. 1In
both cases, the effects on the recipient and on the receiving country are
likely to be very harmful. The recipient may, if the restriction on use
is enforced, be obliged to inte -rupt the production of drugs or products
under the agreemént, which ma; create, in turn, at least temporarily,

e shortage in the supply of the prqduct concerned. At that moment, the
bargaining position of the recipient may be so low (specially when patents

are involved) that he may be faced with the loss, at the expense of the
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supplier, of a market that he has tested ard developed. Eventually, as

a condition to renew the licence agreement, the supplier may require the
sale of part of the recipient’'s stock, and obtain the control oi the
recipient enterprise. This procedure is mentioned to have been utilizad
by foreign suppliers to enier into the chemico-pharmaceutical industry in

Colombia during the sixties (26).

(a) Fatented technology

Patent licences may last for a period shcrter than the patent life.
Apart from the cases where this results from an agreement between the
parties, policies epplied in some developing countries, which establish
maximum terms of duration for licensing agreements, are likely to determiue
that the lizence agreement be ended prior to the patent's expiry. Thus,
in Argentina and Brazil licences may last till the end of industrial property
rights. In Mexico, the maximum duration admitted for TOT agreements -

10 years - is also the term cf patent grants. However, in Colombia, Peru,

Venezuela and India, maximum terms accepted for such agreements are, in zeneral,

briefer (up to five years) than the duration of patents.

Time lags between patent's and liceace's expiry can give a basis for
the abuse of the ionopolistic power conferred by patents, to the detriment

of the licensee.

In developed countries, patent laws incontestably establish the
right of the licensor to prevent the licensee from using the protected
invention after the iicence's end. This principle is reflected in the
categoric position held by Group B in the negotiation of a Code of Conduct

(art. 4.1k of the draft).

The text proposed by the Group of 77 in this regard does not differentiate
between patented and unpatented technology; it postulates the freedom
of the recipient to continue in the use of the technology independently
of its legal nature. The Code should, for this Group, condemn '"restrictions
on the use of the technolcgy after the expiration of the agreement”

(art. 4.14) (27).
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Some developing countries have tried to overcome the difficulties
posed by this type of restrict.on through adequate negotiation of TOT
agreements. In India, according to the Guidelines for Industries mentionec
before, "if the proposed item of manufacture is covered ty a patent in
Indie, it should be ensured that the payment of royalty for the duration
of the agreement would also constitute compensation for the use of
patent rights till the expiry of the life of the patent and that the Indian
party would have the freedom to produce the item even after the expiry of
the collaboration without any additional payment" (art. 9 ix, Chapter III).
In Argentine, the law in force during 1974-1977 stipulated thot. for the
approval of a licensing agreement, the parties should agree, ab initic,
on the conditions for the use of licensed :tents after the expiration

of the agreement.

The licensee's situation may also find some relief on the basis of
nrovisions of ratent laws concerning certain special types of compulsory
licences. For instance, under Decision 85 (presently in force in Ecuador,
Colombia and Peru) any interested paity may obtain a licence after five
years of granting of a patent (independently of the existence of effective
exploitation of the patent during that period). In India, all patents in
pharmaceuticals are automatically available three years from graant under
similar "licences of right". In the latter country, patents in this

sector are subject to a reduced time of validity (7 years).

In conclusion, when negotiating TOT agreements including patents
which last beyond the normal date of expiration of the agreement, a
provision should be considered stating, for example, that in such a situation,
the parties will negotiate, a reasonable periocd before the normal expiration
of the agreement, the renewal thereof under terms which will not be less
favourable for the licensee than those governing the agreement that expires,
taking intc account all changes occurred and other relevant circumstances

prevailing at the time of the renewal.
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(v} Unpsatented tectnology

The linitation to use (unpatented) technology after agreement's

expiration is also apprently enforceable in most developed countries. In some

of them it seems to be held that even in che absence of a specific clause
in the contract, the recipient must cease using trade secrets after that
date (28). This is also the position sustained by Group B in the draft
Code of Conduct, according to which that limitation should be considered

valid as long as the know-how retains its secret character (art. L.1lL).

The limitation referred to is frequently grounded on the asserted
"proprietary”" nature of know-how. In accordance with this argument, the
supplier authorizes, or better, "leases" the use of know-how, but retains
the rights ir t.e technology. Consequently, after the term specified in
the agreement.,, the "leasee" could no longer exercise any rights over or

use the "leased" technology (29).

The Group of 77 maintains that restricting the use of unpatented
technology after contraci's expiry should te per se objecuionable
under the Code of Conduct (3C). The same has been proposed by the
Latin American Group with regard to tramnsactions of transnational cor-

porations (31). At the national level, Argentina - under law 20794 (32) -

Brazil, Mexico, Veneczuela and Spain have prohibited or otnerwise controlled

such restrictions.

According to developing countri:s' approach, as mentioned before,
unpatented technology is not susceptible to a property right. For scme,
once transferred, the technology is "acquired" by the recipient. More
appropriately, it is possible to hold that the reward for know-how tends
to b= a function of ccasideration for disclosure (33) and that TOT
agreements regulste, in substance, *he communication or disclosure of
secret information, withowt constituting or transferring any property

rights over it.

If this last approach is followved, the supplier could not validly
restrict the recipient to use the technology transferred, after the latter

has complied with payments and other condilions provided for in the
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agreament. In order ic¢c clarify the recipieni’s righ® in the zgraenent,
it would te zdvisable *o include ir. the contract an expcecs clause on the
matter stating thezt "~jon Lie normal ex; iy of the agrseseut, th=
rz22ipie t will have the right to continue to 'manufacture “he drugs znd
use the processesz brought to his knowledge Uy the supnlier, withcut

any further ccm:ensation for that -ise".

Betwzen the two posi-ions deseribed (full prohibition-full freedem',
the EEC Commissicn has taken an intermediate spproach. In Kabelmetal-
Luchaire decicion (1975) it held that "(the licensee's) undersaking to
pay royaltie:z after the contract expires rfor secret technology ... did
not violate Article 85(1), since this obligation did not prevent the
licensee from using the know-how after the contract has expired, even if

it has to pay royalties to do sc'.

In the drsf- proposal for a group vxemption regulation {1979 version)
the Commission has qualified Kabelwetal-Luchaire. It propocses that
restrictions on use be considered cbjectionable under act. 85(1), without
prejudice to the supplier's right to receive a ccmpensation for further
use, but only for an "apprcpriate period" after the agreement's expiry.
In an earlier version of the draft that period could not be ¢f more than

three years from that date.

It is pertinent tc¢ note, finally, “hat the recognition of a recipient's
right to continue using the technolcgy after the expiration of the agreement,
does not nececcarily conflict with the maintenance, for a2 reasonable
period thereafter, of confidentiality obligations. In oréder to take this
into account, a possible provision, as suggested above, might be complemented
os follows: '"However, the recipient shall refrain fron disclosing any
technical information which has retained its secret character for ... years

after the date of expiration of the agreement".

The right to use the technology, after tlat date, shculd be inter-
preted a3 including the possibllity to pass on the technology tec third
parties, under the scle ccndition, in cere that confidentiality obligatiosns
were still in force, that the third party concern=d keep the secrecy >f

information for the remaining duration of such cbligations.

——n,
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6. Tield or use restrictions

mder field of use restrictions the rec’pient i3 prevented from
applying the technology transferred to uses other than those specifically
provided for in the agreement. Thu., the recirient can te forbidden
tc give a drug a therapeutical use Jdifferent to that menticned ir the
contract, or to apply it to veterinary when i% had been licensed for

auman health.

in accordance with developed countries' legislelions, field of use
restricticrs in patent licerces are, in principle, valid and enforceatle.
The patentee is recognized the right to place restrictions con the method,
place or time of use of the protected invention by the licensee (34).

' nature of know-how, it

Cn the basis of the alleged "proprietar,'
has aiso been considered in such countries taat resirictions under
iiscussion apply tc agreements on know-how as well (35). Consistently,
Group B has rejected in toto the draft proposal by the Group of 77 concerning
a pcssible regulation of field of use restricticus, as proposed in the

regotiation of the Cede of Conduct (art. 4.15).

The EEC Commission has taken a different view. In the already cited
draft regulation, it suggests the unlawfulness of "a restriccion on the
licensee against using secret manufacturing processes or other secret
know-how communicated by th: licensor except for specified purposes;
without prejudice to any right of the licensor to require payments at
an appropriate higher rate for any use by the licensee not covered by the

agreement and not protected by patents of the licensor" (art. 3.11).

Field of use restrictions are prohibited cr otherwise condemned In
most developing countries that apply specific TOT régimes, ard in Gpain,

under general formulations which comprise patented and unpatented

" "o

technolczies and which refer to the "structure" or "features" of

product .on (36).
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Yor the negotiation of licensing agreements involving patent rights,
the parties should take into account the provisions existirg in patent
laws applicable to the contract. 3% developing countries' laws on the
subject have been framed on the basis of legislative petterns prevailing
in developed countries' legislations, under whici, as stated above,
field cf use res*rictions are legitimate. Even in these cases, however,
the parties may exclude such practices for the benefit of the= recipient

pos tion, or they may be legally excluded by T régimes in force.

Vherever patent protection is not* grented to pharmaceuticals, or the
agreement does not involve such rights, the principle should be that the
recipient be recognized the right to use the technology ir fields other
than “hose srecified in the contract, provided that the supplier should
be entitled to an adequele remuneration for such use on terms not less
favouratle for the recipient than those originally provided for. This
prirciple could be translated in a »rovision as follows: "if the recipient
uses the technology, in fields of application not specified in the
agreement, the supplier will receive the same royalty as provided [or the

uses specified “herein".

In cases where the supplier has granted certain guarantees related
to the specified uses, their extension to new applications should be the
object of a particular negotiation, in accordance with the terms cf the

agreement and the nature and properties of the technology and uses concerned.

7. Export restrictions

Limitations on exports have been one of the most frequent practices
in TOT tc developing countries. Their impact on the transfer of technologies
in pharmaceuticals to such countries has two cutstanding features. First,

they are likely to prevent the achievement of economies of scalz in the
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manufacturing of drugs, thereby potentially hindering the development of
adequate and efficient productive capacities. Second, they may aaversely
affect efforts by developing countries to expand thei: - e.ports of

manufactured goods and of regional or subregional economic integration.

International trade in pharmeceuticals is very significant nowadays.
The world exports amounted, in 1973, to about US$ 4,700 million. Imports
by developing countries were, in that year, about US$ 1,900 million.
Even though developed market economy countries are, as a group, net
exporters of pharmaceutical produrts, only 10 of them had a positive
trade balance in this sector. As regards developing countries, if
Hong Kong, Singapore and Bashamas are exclud... only four developing countries
had pharmaceutical exports valued at over US$ 10 milliun (Mexico,
Yugoslavia, Argentina and India) (37).

It is evident from the precediag figures both the importance of
internationsl trade in pharmaceuiicals; and the insignificant share
of developing countries in it. The elimination of exports restrictions
in TOT agreements will not automatically lead to the effective realization
of exports. However, it will give the recipient the opportunity i- do

so whenever possible.

The control of export restrictions has been one of the main concerns
of countries which escablished specific régimes on TOT. With different
degrees of rigidity or flexibility, such restrictions have been regulated
in Argentina, Brazil, India, Mexico, the Andean Group countries, Japan,
Spain, Portugal, etc. (38). In general, applicable regulations or guide-
lines give competent authorities enough flexibility to grant exemptions
with regard, for instance, to countries where the supplier has granted

exclusive licences covering the same products.

The Group B position, as expressed in the negotiation of a Code of Conduct
or TOT, is that such practices could, in principle, be zondemned when they

are "unreasonable restrictions which prevent or substantially hinder

export by means of territorial or quantitative limitations or prior
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approval for expcrt or exp.it prices of products or iucreased rates of
payments for exportable products resulting from the technology supplicdi,
unless justified, for instance, to prevent export of such products to
countries where they are prctected by the supplying party's industrial
property rights or where the relevant know-how has retained its confidential
character, or where the supplying party has granted a licence to use the

relevant technology” (art. 4.1C) (39).

Some aspects of exports restrictions emerging from patent rights
have been dealt with previously in connexion with item b, part 1. It
is possible to add here that the Group of TT's view, in connexion with .he text
reproduced above, seems to be that a justification of such restrictions
cannot be based on the mere existence of patent rights, but, if at 211,
in the actual possibility of using such rights (through infringement
procedures) to prevent imports to the country concerned. The validity
of contractual clauses aimed at supplementing patent rights in this

respect has alsc been contested in some developed countries (LO).

Likewise, in the context of EEC, the Commission has taken the view
that export restrictions between member countries constitute a violation
of the Treaty of Rome, even if the licensor owns a pcssible patent covering
the products in the country to which exports are prevented. In AOIP-
Beyrard (1976) the Comrmission held that an exemption could be granted
in an appropriate case for a prohibi*t.on on exports applicable tc the
first sale only and of limited duration, the object of which is the

mutual protection of the parties or of other licensees (Ll).

When the licensor has obtained the same patent in many couatries,
it would be for the benefit of the recipient to expressly exclude in
the eggreement the use of such patents as a possible barrier against
recipient's exports. WIPO'S Licensing Guide suggests, in this sense,
that neither the licensor nor any perscn entitled by him will, on the
basis of patents registered ~ . third countries, claim infringement by

the licensee or prevent expor ; made by him to such countries (L2).
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Another unusually controversial issue is the possible justification
for export restrictions to be recognized in cases of cov.utries “where
relevant know-how has retained its secret character” (ert. L.10 quoted)
as asked fcr by Groupy B. This position, implicitly grounded on the
proprietary nature of know-how as discussed before, has been rejected by
Groups 77 and D. The progress of such a position is likely to encounter
importunt obstacles from a legal point of view, particularly in legal

systems which do not recognize a specific protection for know-how.

It is generslly accepted that the possessor of know-how has ndt
exclusive rights n his use, and that therefore he cannot exclude third
parties from using it. A fortiori he cannot prevent imports of a product
manufactured with a similar know-how, in any case, without prejudice to
any action for misappropriation or other unfair conduct couferred by the
appliceble law. Morever, to admit that the existence of secret know-how
in a country is a valid reason to impose export restrictions to that
country, would implicitly creute a protection larger and longer than that
granted by patents. In sum, and leaving apert the enormcus factual difficulty
to prove whetrer certain know-how has retained or not its secret character
in each country, the position referred to seems to go far beyond the logical

implications of any possitle conception on the legal nature of know-how.

The negotiation of clauses relating to exports must be faced with
a pragmatic approsch, teking intc account the actual and potential
possibilities (plant capacity, marketing networks, etc.) of the recipient
party. In some cases, freedom to export to its own regional markct may
be the basic concern of the recipiert. In any case, to the extent that
a complete freedom to export is not sought for by the recipient party or
country, or it is not reachable, a limited restrinrtion, like the following
might be stipulated: 'the recipient shall refrain from exporting the
products covered by the agreement to the following countries: ... as long
as the technology transferred under this agreement is used there by the

supplier or its exclusive licensees to manufacture said products”.
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1ITI. OTEER RELEVART ISSUES

The following paragraphs are intended to point -ut other relevant
issues in TOT agreements, which usually give rise to controversial or
conflicting views, either with respect to the inclusion or not of certain

clauses, or regarding their extent and possible implications.

1. Guarantees by the supplier

The nature and extent of guarantees to be granted by the supplier depend
upon the characteristics of the technological "package" to be furnished, the
type of technology involved, its degree of novelty or maturity and other
conditions related to the technology and the form of the transfer. Since it
is not possible to deal with all these complex matters here, this section is
only intended to briefly examine and stress the importance of guarantees on
suitability for use of the technology, oa the characteristics of products and

conditions concerning supplier's liability.

(a) Suitability for use

In the negotiation of a Code of Conduct on TOT all regional Groups have
agreed that TOT agreementi should contain "the technology supplier's
guarantee that the technology, if used in accordance with the supplier's
specific instructions given pursuant to the agreement, is suitable for
manufacturing of goods or production of services as agreed upon by the parties
and stipulated in the agreement’ (art. 5.4.v).

Notwithstanding the agreement reached on the wording of the provision
Just mentiocned, it is not yet cleared up whether such a guarantee shotld be
considered an implicit condition in TOT agreements, or only apply when expressly
provided for in the contract. The first alternative has been suggested by the
Group of 77 (and Group D). It is also incorporated into the Argentine law ome
TOT (law 21617, art. 8 a). The necessity of an explicit provision has been
held, on the other side, by Group B.

One of the principal reasons for the recipient to conclude a licensing
agreement, is his willingness to acquire or improve his capacity in a tech-
nological field that is outside his knowledge and control. While the supplier
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is supposed to master the technology he offers to transfer, tlie recipient
generally lacks thorough knowledge and skills to evaluate the technical
merits of the techrology to be transmitted. Moreover, secret know-how
involved in the agreement is only brought to the recipient's knowledge
during the execution of the contract. At its inception the recipient does
not know, in fact, what he will pay for. These considerations apply, in
particular, to the situation of recipients in developing countries, whose

technical capacity is usually far lower than that of the supplier.

On these grounds, it has been suggested that the supplier should, in
principle, be responsible for the suitability of the technology even in the
absence of specific provisions therefor. That would be the case when his
technology is not reasonably suited to the general uses for which it was
developed (43) and transferred, or tc the particular purposes of the recipient

as specified in the agreement.

The suitability of technology in pharmaceuticals should be considered
when referred to new products, not only with regard to the application of the
technology, but also in respect of the therapeutical effects attributed to the
drugs or prcducts concerned by the supplier. The latter should guarantee, in
effect, that the drugs or products to be obtained with the help of the tech-
nology, serve the purroses that the recipient had in view when subscribing to

the TOT agreement, as specified therein.

{v) Hazards and adverse effects

The supplier should inform, during the negotiation of the agreement and
in due time, to the recipient, the exact properties and possible hazards of
the drugs/products involved, as well as the registration status thereof in the
supplier's and other countries, including any reason known to the supplier on
account of which the drugs/products would not ccmply with the standards or
requirements existing in the recipient country, already known to him or

specifically drawn to his attention by the recipient (Lk).

The importance of obtaining a full picture of the drugs/products involved
in the agreement, as suggested above, is illustrated by the experience of
certain developing countries, where great drug transnational corporations have

undertaken promotional activities which grossly exaggerated the value of their




ID/WG.331/3
Page 30

products, or glossed over or totally ignored their hazards. 3By using these
methods, such corporations could establish a double standard of advertising:
tull disclosure in developed countries and less than complete disclosure in
developing countries (4S5). Moreover, many products that had been prohibited
in the USA and other developed countries have continued to be sold by such
enterprises in the latter countries, such as in Brazil and other Latin American

countries (L46).

The supplier's duty to inform, completely and correctly, about the prop-
erties and effects of products involved in a licensing sgreement, should not
be confined to the negotiating phase, but be envisaged on a continuous basis
for the lifetime of the agreement. New research, stringent controls or
prolonged application of a drug may reveal effects which were unknown at the
time of signine of the agreement. More restrictive requirements in certai..
countries may alsc imply the prohibitic. of certain drugs or therapeutical
uses. It will be a basic ethical and legal duty of the supplier to bring sll
these events, without delay, to the knowledge of the recipient. A possible
provision for this purpose could read as follows: ''the supplier shall inform
“re recipient of any hazards, adverse or side effects of the drugs/products
which were identified after the signing of the agreement, as well as of any
changes in the registration status of the drugs/products in the country of the
supplier and in cother countries where such drugs/products are marketed or

registered".

(¢) Liability

The terms and extent of the liability of the supplier regarding the
application of the technology transferred and the use of products manufactured
with its help, is one issue that generally entails difficult negotiations. 1In
pharmaceuticals important consequences may arise when the use of drugs/products
covered by a TOT agreement may be deemed to cause injury to persons treated with
them. As mentioned before, a recipient (as well as the pertinent agencies in
charge of druvg approval and registration) in a developing country usually has
not the capacity and skill for fully appraising possible risks involved in

licences drugs/products which are unknown in the country concerned. Moreover,

the conclusion of licensing agreements is often looked at by potential recipients

as a means of avoiding risks involved in the introduction of new products in the
market, by relying on more experienced and skilled foreign suppliers. 1In

particular, in agreements for TOT on formulations, the supplier also provides,
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normally, scientific and clinical information necessary for the registration

and sale of the products of the agreement.

In some developing countries (Argentina, Brazil), existing regulations
contain provisions aimed at ensuring the liability of the supplier in cases
of damage or injury to persons or property resulting from the use of the
technology or related products. In the negotiation cf a Code of Conduct on
TOT the Group of 77 has proposed, with Group D's support, a text on the supplier's

liability (art. S.L.xv) which has not yet been agreed upon.

WIPO's Licensing Guide has, on its side, suggested s formulation that
may provide a basis for negotiation of a specific clause on the matter, on
the basis of which the following text might be suggested: "the supplier
agrees to indemnify and hold harmless the recipient and its directors, officers
and employees from any and all claims for damage or injury to persons or
property or for loss of life arising out of or in connection with the manu-
facture or the use of the Product manufactured using the Technical Information
furnished under this agreement, provided that it is proven that the technologs

has properly been used in accordance with supplier's precise instructions”.

An appropriate stipulation on supplier's ligbility should be viewed as
an essential element in any agreement for the transfer of pharmaceutical
technology. The total amount of the responsibility should not be arbitrarily
limited; whenever a contractual maximum level is negotiated it should take
into account the over—all compensation obtained by the supplier and the profit

made on the licensing operation.

2. Remuneration for technology

The amount of payments made by developing countries in concept of TOT in
pharmaceuticals seems to vary significantly according to the degree of develop-
ment and structure of property of the industry, and to the existence or not of

governmental tolicies on the matter.

In Brazil, none of 60 firms (which accounved for 75% of totel industry's

sales) considered in a study of FINEP (47) paid royslties during 1971-1975,
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and only one maintained a technical assistance agreement with a foreign
supplier. The whole industry paid, during 1975, only about one hundred
thousand dollars in concept of royalties for technologies in pharmaceuticals (L8).
The very reduced dimension of technology payments in pharmaceuticals in Brazil
can be explained, one, by the fact that local industries were technically able
to produce formulations without foreign licences; two, by the important control
that foreign enterprises maintain on the Brazilian market, and the legal prohib-
ition imposed on subsidiaries from paying royalties to their parent companies
for the use of patents and trademarks registered in Brazil; and three, by the
policy apparently applied by governmental authorities in the sense of severely
limiting the authorization of new contracts and emerging payments for tech-
nologies on formulations. The situation just described for Brazil contrasts
with that obtserved in other developing countiies. In Peru, for instance, the
pharmaceutic-. industry was - according to payments made - the most important
acquirer of foreign technology in 1971 and 1372, the second in 1973 end the
fourth in 197k (Lk9). 1In Argentina, in 1972, the pharmaceutical industry was the
economic sector which accounted for the highest number of TOT agreements, and

it nhad the second position {after the car industry) measured by payments. The
application of TOT régimes and other fiscal limitations on payments from
subsidiaries to their foreign parent companies, seem to have significantly
reduced the relative importance of licensing in pharmaceutic-ls after 1972.

In 1976 only 2 new agreements were approved, which accounted for 0.07 per cent of
total payments of the couatry authorized during that year. In 1977, 3 new
sgreements were approved, over 120 agreements registered by the Argentine

competent agency that year (50).

As mentioned bafore. most agreements for the transfer of technology in
pharmaceuticals to developing countries are likely to consist of technologies
on formulations. This has not prevented technology suppliers to charge very
high royalty rates, incommensurate with the real value and novelty of technnlogy
supplied, without prejudice to prices charged, in addition, for drugs sold under
the general coverage of the licensing agreement (see point III, 3. below).
Thus, in Peru (51) and Guatemala (52) royalty rates of up to 20 per cent have been

identified. In Venezuela, the average ratio royalties/net sales in the




pharmaceutical sector was, in 1973, considerably higher (7 p2r cent) than ihat

veriried for cther industrial vranches (e.g. petrcchemicals, L t¢ I per cent) (j}).

Many developing countries have implemented measures to avoid excessive
or unjustified payments in conceot of TOT. In addition to policies related
to the determination of maximm royalty rates (54), some countries - Argentina,
during 1674-1977, Brazil, Dominican Republic - have prescribed that calculation
of rovalties is to be made on net value of salcs, deducting the value of imports
made from the suprlier or a source designated by it. In India, and apparently
Venezuela, such a deduction should include all imported inputs, even from

sources independent cr not designated by the supplier.

Agreements for the transfer of technologv on formulations, basically
rrovide a channel for the supply of drugs necessary for the preparation cf the
products. Technology involved is normally very simple, as already indicated in
this naper. Therefore, payments should generaily be circumscribed to the
market value of drugs supplied. Eventuaslly, a lump sum for the transfer of
technical and scientific information might be considered in the light of the
importance and nature of the information to be transferred, services and

training necessary for its effective transmission to the recipient.

Agreements for the elaboration and sale of formulations should not contain
restrictions that impair the commercial and technological freedom of the
recipient. Among such restrictions, in this type of arrengement it is of
particular importance the imposition to use a determined brand name is
indicated by the supplier. This practice may have significant short-term

and long-term implications.

On the one side, the recipient will be normally obliged, in addition to
a compensation for the brand name's use, to comply with quality controls and
advertising standards prescribed by the supplier, This, in turn, may lead to

tying clauses concerning the provision of basic drugs.

On the other side, in the long term, the recipient is likely to become
increasingly dependent upon the supplier, as far as the maintenance of the
licensed product is subject to the continuation or renewal of the licensing
agreement.. In order to avoid this weak and vulnerable position of the recipient,
some Latin American countries and India have attempted at limiting or discouraging

the licensing of foreign trademarks (55).
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Payment conditions in agreements for the manufacture of bulk drugs may
vary significantly. They mey provide for a lump sum, royalties or a combin-
ation thereof. In any case, a breakdown of the contract price according to
the different items involved in the agreement should be established, taking
into account that the majority of payments are to be done after production
starts. Whenever the modality of royalties is selected, they should be
calculated on net ex-factory value of sales and not extend beyond a period

of 5 years.

Whenever the stipulation of royalties is agreed upon by the parties and
approved, if required, by the competent authority of the receiving country,

the following guidelines should apply:

{a) The agreement should discriminate, to the maximum extent possitle,
prices to be charged for each item included in the agreement (56). No minimum

royalties, independent of production or sales, should be admitted (57).
(b) Range of royalties (over-all rate):
(i) based on essential drugs in WHO list - O to 1 per cent;

(ii) vased on speciality drugs, according to the level of the
technology transferred - 1 to 2 per cent;

(iii) in exceptional cases - up to 3 per cent.

(¢) In any case, royalties should be calculated on net ex-factory sales
price after deduction of allowances, rebates, discounts, sales or turnover

taxes and the price of drugs imported and incorporated in products sold.

Like in other transfer of technology transactions, these agreements may
be associated to joint-venture arrangements with the foreign supplier. In this
case, the rate of royalty to be paid to the foreign partner should be inversely

proporticnal to the percantage of its equity in the capital.

3. Supply of drugs and intermcdiates

The special characteristics of TOT agreements in pharmaceuticals have
generally allowed the supplier to impose tying clauses regarding the supply of
drugs or intermediates. They can also give a framework for transfer pricing

policies within transnational corporations.
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In fact, incomes obtained by suppliers from sales of drugs and other
inputs related tc TOT agreements, largely exceed those accounted for
royalties and similar concepts. For instance, in Argentine, in 1972, imports
declared as originating from technology suppliers were 7.4 times higher than
royalty payments effected to them (58). 1In Venezuela, in 1973, the ratio
was of 3:5 (59).

The main guidelines that should govern the negotiation and drafting of
clauses related to the supply of drugs and intermediates necessary for the

recipient's production, can be resumed in the following principles:

(a) Free access to alternative sources of supply

Tying clauses are condemned under antitrust laws of developed countries, as

well as in TOT régimes in force in developing countries. In the draft Code of
Conduct there is also an agreement, in principle, as regards the exclusion of
such practices, subject, however, to three possible justifications, where the
clause is required (i) to maintain the quality of the product, where the
supplier's trade name or other identifying item is used by the recipient;
(ii) to fulfil a specific performance obligatici which has been guaranteed,
provided that adequate specification of the ingredients is not feasible or
would involve the disclosure of additional technology not covered by the
agreement (art. 4.9). 1In any case, these exceptions should be qualified by
the prices of supplies to be made, which should correspond tc irternational
competitive prices of products of similar quality and provided under similar

ccnditions.

Ia order o meke effective the possibility of recipient's choice of
alternative sources of supply, a clause in the agreement might state that
"the supplier shall furnish the recipierni with the Arugs/intermediates, as
listed in ..., necessary for the manufacture of the products/bulk drugs, as
required by the recipient. Notwithstanding the foregoing, the recipient shall
be fre: to buy drugs from whatever sources he prefers; provided that if the
supplier is willing and able to offer the recipient the drugs/intermediates
at the same price as the recipieni, is able to secure from alternative reliable
sources or at a lower price, then the licensee chall buy the drugs/products

from the supplier at such a price”,
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(b) International prices and most-favourcd claus=

The agreement should slso provide that, in any case, drugs or inter-
mediates should te supplied at an international competitive price, no less
favourable than the price usually charged by the supplier to other recipients

for equivalent drugs/intermediates (6C).

L, Grant-back provisions

The obligation imposed on the recipient to grant back to the supplier
any improvements achieved by ihe recipient, is one of the .acst freguent

restrictive practices in TOT agreements.

The imposition of these clauses in their stricter forms have been common
in different sectors in Latin America. In Venezuela, for instance, 12.S per cent out
of one hundred TOT agreements for pharmaceuticals stipulated that the recipient
had to assign improvements made by him to the supplier and grant him licences
for its irrevocable use, exempt from royalties, with the right to subliceunse.
In Ecuedor, 55 per cent of agreements on pharmaceuticals end cosmetics contained

such restrictions (61).

According to the type of technology and rights involved, grant-back

provisions may be diviaed into three main categories:

(i) provisions by which the recipient is obliged to inform the
supplier of all the knowledge and experience that the recipient
has acquired in connection with the goods and services covered

by the contract;

(ii) provisions that oblige the recipient to assign the rights (patent
rights or rights. arising from application thereof) related to any
improvement, invention or application of inventions which the

recipient has made;

{iii) provisions that oblige the recipient to grant to the supplier a

licence on any patentable improvenment developed by the former.

As mentioned before, technological innovation 1s one of the most concentrated
factors in yharmaceuticals. Besides, TNCs tend to tightly monopolize new
technologies. "Owing to the increased difficulty in discovering new ideas for

new drugs, those firms which fave developed technelogy internally appoar
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increasingly reluctiant to share their findings with other companies” (62).

Grant-back provisions mey contribute to preserve such a monopely, to the

detriment of t=chnology importing countries and the secting up of an :
indigenous industry. Moreover, tley may sericusly affect the possibility

of technological co-operation among developing countries.

TOT régimes applied in developing countries generally prohibit or
otherwise contreol these provisions in broad terms. For Instance, Decision 2k
(Andean Group) refers to provisions "requiring the purchaser of the technolegy
toe transfer to the supplier any inventions or improvements obtained through
its use” (art. 20 f) (63). 1In Brazil, all rights to improvements or advances
ineccrporated by the recipient in the prodact or process covered by the
sgreement , are deemed to belong t- the recipient (law 772, art. 29.3;

Normative Act 015/75, INPI, art. 2.5.1).

In developed countries. grant-back provisions may aiso be~suhject to
prokibition, in cases where they are exclusive and/or non-reciprocal (6L).
In the USA the Justice Department has expressed that "an exclusive grant-back
tends to perpetuate a monopoly of the licensor and may discourage innovation
by the licensee. Of course the licensor has a legitimate intcrest in assuring
that it has access to improvements on its patent, but this interest, we believe,
can normally be satisfied by a non-exclusive grant-back, at least in the case

of a non-tlocking patent" (65).

In accordance with the EEC Commission, such practices can be admitted
only if they "are not exclusive and if the licensor has entered into similar

undertakings" (Notice on Patent Licensing Agreements, art. I, D) (66).

The obligation to assign back improvements reached by the recipient has
teen held illegal in the Federal Republic of Germany (67). Similarly, the
EEC Commission draft proposal for a block exemption regulation suggests that it
would be a violation of article 85 (1) of the Treaty of Rome "the obligation
on the part of the licensee to assign to the licensor rights in or rights to

petents for improvements or new applications of the licensed patents” (art. 3.12).

The extent to which grant-back provisions may be admitted has constituted
one of the moct controvercial issues in the negotiation of a Code of Conduct
on TOT. While for Groups B and D only exclusive and non-reciprocal grant backs
should be objectiorablz, ror the Group of 77 both types of restrictions should be

equally condemned (art. b.1).
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In crder to avoid adverse effects of grant-hack restrictions, provisions

on this issue should be bas=2d on three main criteria:

(i)

(i1)

(iii)

tne reeipient s.ould remain, in 211 cases, the owner of imoroverents
made on received technology. Consequently, assignment of rights in

or to such improvements should be clearly’excluded;

the supplier should btear obligations waich, in substance, oe equally
balariced with the recipient's otligations (68). 1In particular, this
should include a proper balance with regard to compensation and the

duration of the agreement;

grant backs should be non-exclusive, so as to allow the wider
diffusion of improvements and adaptations within the receiving

country or their export to other countries.

Teking into account the precedent discussion, a possible formulation for

such a clause could read as follows: 'the recipient shall, subject to similar

obligations by the supplier, inform the latter of improvements obtained by him

regarding the technology transferred, and shall grant the supplier a licence

for the use of such improvements for an appropriate compensation, taking into

account the remuneration stipulateu in the agreement, and for the time of

validity of the agreement”.

——an.
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