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Lome Aspercta on the Licensing of Contraceplaves with Specin]l Kepard to the
Manufarture, Marketing and Dislrat rer an peve lopins Countries

S

1. INTRCEBET 0N
The rapid population increase is one ~f the most wmportani
problemy for the developing countries %o golve tn oracr t:
achieve ecorumic progress and social welfare, A progranme
baus bern adnopted by UNIDO with & view to investrgating thic
pessibilities of producing and distributing contraceptive.
in deovel  ping countries. With the term "contraceptives" 1u
understood all xinds of mechanical devices and accessories
as well as all chemical aubstances, compounds and means f{or
the purpouse of repulating humen fertility. A part of the
UNILO programme 15 to make s aurvey of the legal and practi-
cal aspects on licensing contraceptives to ths developing
countries. A closer defined object of the present paper io
to find out in which way the pronduction, marketing and dis- i
tribution of contraceptives in said countries coulo be !
achieved by means »f licence and similar agreements between
4 licenuee heing or representing the Government of a deve-
loping country «n one side and a licensor from an industriai~
ly more developed country being a manufacturer of contracep~-
tives or elie buwing specianlized an the field of manufactlu-
ring and/ur diatributing contraceptives,

In this connection, the terma "licensor" and "liceusee'" are
being used in the broadest peasible senge to ident1fy the
sSupply:ng and the receiving party, respectiveiy. The teras
"liceraor” and "ii1censee” are thus sometimes used 1n a some-
what strange countext, So, [or instance, the proper legal de-
finition »f the "licennor” ahould 1n gome connections 1n thi=
ruport rather be that of the “"contractor", However, we have
chosen the commercial licence ngreement and the denominatiorns
of i1ts partners aluso for the practical purposesof defining
the parties and the rules applicable ‘o the relationship be-
tween the parties,

The paper will deal with tne« general lcgal as well as commer-
cial acpects rn a licence agracment, The paper is worked ~ut
under the assnmptinn thit there 14 a demand for contracep-
tives and that the maln regsponsibility for the informatory
activities lies with & governmental family planning agency.

GENERAL AN LEGAL ASPECT.. N LICENUE AGREEMENTS

~N
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¢n the licensee the exclugive right to “xploit the voghra-
logy and use the inventiun of tno l1censor within o ger:
defined area. The licensec can avail himself of »alb Lhe know-
how, whether tecnhnical or commercinl, being put at nis ur. -
pocal by the licenaor and relating to the product or methag
in question including future improveme ts and developmentsz
thereof, pat - ntablr | nar, drawings, business secrets, o,
Usually, in that type of agreement the parties are closely
tied up to each other by u complexity of terms and conditions
set forth in thr ~greement, It is beyond the scope >f this
paper to give a detailed deacription in that respect, There
are, however, some aspects on certain regulations in such
agreements to which particular attention isg drawn,

(S

Bxclusive Licences

A licence granted on an exclusive vasis means that the licer.
sor is prevented, wheiher directly or indirectly, from im-
porting the product in the licensed area or from manufscturin,s
or melling the product in such an area as long as the agree-
ment is in force, since any such action would violate the snle
right conferred on the licensee, Accordingly, the licensor
gives avay to the licensee, many times for the life~time of a
patent, all rights in the product or method in the liceneed
area, In order to ensure a reasonable income from the pro-
Ject, the licensor has seen to it that - apart from current
royalties - the licensee is bound by tiie terms of the agree-
ment to manufecture and sell minimum quentities of the licen~
sed product, Usually, it is lmpused on him an obligation to
P&y &n annual minimum licence fee, If he fails to comply

with these conditions, the licensor is entitled either to
cancel the agreement on short notice, or transform the li-
cence into a simple one, Still, however, such heavy obligu-
tions put on the !icensee might not te sufficent to ~afe-
guard the intereats of the licensor. After all, nhe has givern
away all rights in h 3 technology or 1nvention and product,

or methu. vciaw.u thereto for a very long time, with regardg

to patents up to twenty yearu. When a licensee i considercd
having great capacity and an influential market position,

it is apparent that he would be well fit for the purpose of
covering a great part of the potential market, Still, the
licensee might be more interested in choosing the alternative
to run the project on a moderate scale Just enough *to comply
with the minimum requirements set forth in the agreement.
He could be more interested in some other project, and for
that or some other reason he B&Y have an interest in keepir.-
the business running slowly. .n orde. to prevent such an
anfavourable development, the licensor could 1n81%t on a re.
gulation being 1nserted in the agreemen! .o the effect Lha!
within a certain periocd of time the licensee undertakea to
achieve not only minimum quantities 1n hig sales but alan
mrficeent market coverage. by thiy term 19 understood ‘hat

the o licenced product has Lo reacn all the potentiral conguamey
HOOAPR eaviugnged in Lhe murws b onlany previonsly nerecd apeog
betweer the pure . o,

if the Yicences farls ain ATy eUBeN.la  1iype L L oentaYjgpo-

9 ie




2.2

2.3

the market coveiage descrited, nnd 1f there 13 no reasorn-
able exciwve for hia fatlure, then the licenscr is usually
entitled {» terminate (he agreemsant or tranuform it into n
non-exclugive iicencs, & sBo-cAlled simple licence,

Non-exclurive Licenten (Simple Licercegs)

For the purprse of [»-*her clarilicati n, some words should b=
said sboul the licence agreements where the licensee operatc:
on 8 non~-exclusive basis,

In such cases the licensor is normally not entitled to obtain
the same high rate of current royalty as is the case wherec
the licence 1s exclusive., The reason is that in a non-exclu-
sive agreement, the licensee has to operate under competi-
tion from other licensees appointed by the licensor. Further-
more, in simple licences the non-recurrent fee to be paid 18
consideratly reduced and finally the licensee in a normal
case is not bound by uny minimum licence obligation. 1t is
usual that in that respect the licensor considers it suffici-
ent to regulate in the agreement that the licensee shall use
his best efforis to manufacture and sell the product or
within a cer#ain ample period achieve some kind of minimum
sales within the licenced area,

Construction of a Licence Agreement

A licence agreement has to be w0 conctructed that in piact.c.
it will give maximum effect of the business invclved, and
hence maximum advantage to both 0° tne parties concerned,
The obligations of the parties have to be well balanced
against each other, and a status of equilibriuz with regard
to the capacity and qualifications of each party should al-
ways be aimed at.

Experience shows that if a party, usually the licensor, makes
use of his superiorit, and advanced knowledge to impose on
his licenser hitavy coun.ratiual obligations which the licensee
is unable to f.1f211, then the result will be disagreement,
litigation and eventually an economic failure for both parties.
It goes without saying that such a failure wmany times will
nit the licensor very hard because he has not only made a
temporury loss of an investment in a foreign market, but he
has also defin:itely lost a part of his iechnical advantage
and & good portion of the period of monopoly confersced on

him under his patent, Moreover, i!{ the project fails already
on an initial stage, the licensee not having been able to
make known or establish the trademark put at his disposal

by the licensor, the initial marketing invastments have aluo
more or lesa gone Aastray, anc the licensor has to siart frow
tne beginning with a new licersee,

Thie broad daggcription of tr» “eleticnapip between the poor-
Liesodr o n lieence agreement oo fonn tacely commercial prin-
ciples Jeemy very important o e, L ming also in Lhe pre -
BEeaL nonnecl N,

PEND AL COMMERC AL aND PRALTL. AL ASFRCTS X LICENCH
A e MENTS
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licence operation, whereby it is the task of the licensor to
grant to his licensee un exclusive manufacturing right in
the licensee's country or in any other place which the li-

censee may choose for the purpose of Producing corntraceptives
of defined standards.

The first nmeratinn ~ +ho Ticengor ia t» deliver machinery
and other equipment necessary for the licensee's production.

Purthermore, hn hnr 4+, put at the diaposal of the licensee
all technicality involved such as drawings, methods and
other sanufacturing know-how,

Moreover, the licensor shall engage cxpericnced personnel to
assist the licensee in the training and education of the 1li-
censee's personncl,

In many cases the licansor shall glve advice to the licensee
&s regards suitable manufacturers or raw materialns necessary
fox the licensee's production. By coordinating hie own pur-

chases with those of the licensee, he can obtain for the 1i-
censee favourable prices and suitable qualities.

Not only the production aspects are important. In the case
of consumers' goods being widely spread over the licenced
area, the commercial know-how of the licensor will be of
great importance to. the licensee. Such commercial know-how
includes marketing and other informative activity, knuwledge
e to makket covering and the distribution of the product.

Pinally, it is usual in licence agreements of this type that
it rests on the licensor to keep the licensee continuously
informed of the technical and/or commercial development re-
lating to the licenced product or method.

It has already been 1 iicated ubove whe: price a licensor
aemands t¢ o._.. . L..., pacCiage »f goods and servicus to the
licensee. In the ncrmal case, the licensor receives a con-
tinaous resuneration mainly in the form of current royalty
fees to be puid vy the licensee and being calculated on the
licensee's invoiced sanles of the product, Many time~ a parti-
cular non-recurrent fee is involved to be paid by the licen-
sse when the agreement is signed. Furthermore, there is u
guaran“se for the licensor in . the form of a minimus licence
fee obligation imposed on the licensee and preventing him.
fros dropping the project or working on it to an unsatisfac-
tory extent. In some instances, where the licensor is able to
put a patent at the disposa} of the licenser, nigher royalty
rates are¢ to be paid by the licensgea,

It has already been indicated that in wWrny cases where a pa-
tent is involved, the additional obligation is put on the
lirensee to cover s« certain part of tne market within a

fixed time 1im$t. The motivation in this case for the licensor
to impose new obligations on tne licensea or tighten up the
conditions for the licenaes is that, whencver a new patented
pProduct 1s concerned, the licensee can work for coneideratle
time without being bothered by coumpetition, Also 1n the case
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where the licence 18 not exclusive for the ldcensee but re.
luzes to a patented product, *the licenace'a position seen rom
a marketing viewpoint 15 considered .o strong that it i
reasonable tn ingert repulations concerning minimum licenrs
and possibly alsno an oblipation for the licensee to cover i
certain pac~t of the market, finally, in such cases wnere *he
value and .mportance of the liccnced product 15 apparent ana
recognized by a1l parties, the license« being well able to
establish a gsolidmarket position, the additional regulation
may appear in the agreement that, as long as it i3 1n force,
the licensse undertakes not to carry on business with any
competitive product,

ABPECTS ON MAKRKETING

The Need for New Markets

Every pharmuceutical enterprise of some size and importunce
in internaticnal trade has to plan for the future turnover of
ita products. It has to explore and establish new markety,
This is particularly important in & situation of increasing
competition on the already established markets.

Exclusivity of Licensor in a Developing Country or Area

a8 long as the competitors have the same possibility as the
licensor to obtain an initial position in a new market, he
may hesitate to risk his money in view of the uncertainty of
the project and in view of the additional efforts required

to aeet competition, In that situation, he can be granted
some kind of security for ris investment as well as a further
incitement to work vigorously on the project,

In hia agreement with the Governmental licensee of the deve-
loping country, he can be given some form of exclusivity li-
mited in time, If one gives him in the agreement the sole
right to manufacture und u¢11l contraceptives i1n the lircnioc!,
country during n period of aone yoears, he will be oble curin.
that time to eatablish his tracemsark or vrade name to identafy
hi: products, In that way, he will be able to establiah hi:
business on the new mark:t before his corpetiiors have haa o
chance to do 80, and hig investment may yicid profit within
short.

Limited Exclusivity of the Licensor in a Developing Countr)
Or Area

ir. nlternitive could alun be tuken 1nto consideration, namely
that the Governmental autkorityv assumes the task to put the
coniraceptives ut the disposal of the punlic within the Tromg
ot 1%ty sncinl welfare proyramme, At tre same time the licoer. or
gho:dd be givern the right ana reapongihility 4o Cuver oonc
pertion of tve market, Ueponding an o tro range of such an fnocre o

mert, nntahly the gi1ze 7 e murkes and “re coniitions anaer
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own marketing and sales, If, moreover, those cales are
allowed to be mude under his own firm name or trademurk
axcluding the competitors during s certain periocd, it goen
without saying that he ®will be intercvsted in building up

8 s8“rong market position as 3oon as possible. If he 18 not
allowed to work under his own trademark or trude name, 'hore
is, however, :he apparent risk that he i not interested in
the project because in "hat case he esta’ lished the proguc
without any dirart cormcction with hiyg cwn busziness anc¢ in
that way he of course also leads the way for his competitors,
Also in the case that he should license & patented product
to the Governmental licensee, who tonsequently enjoys the
monopoly right under such a patent, his interests will

8till be limited becaugse, meen in the future, the estahlishment
of the own fiin name or trademark is the on'y efficient
method to build up a Strong markaet position because his firm
name and house trademark identify his entire commercial act)-
vity. It should Ye kevt in mind that the patent right as an
exclusive right is linited to the composition of the product
&8s indicated in the patont claims, All product compositions
or product groups outside the definition of the claims full
outside the patent rights and then are freely accessible (o
hie competitors, Therefore, un exclusive market peadition of
the kind described g 0 extreme importance to a licenaor,
Just as important for the licensee {8 that this exclusive
right is limited in time. Should the exclusive right of the
licensor be allowed to continue for a longer time than is

tition is necessary for the economic progress of a society,
Such a developament should be prevented by all means,

Obligations of Licensor

The licensor should not only be responsible for the manufao-
ture of the contraceptives but also have the exclusive right
and tkhe duty to market And distribute the products in the
licensed area or the pa ‘'t of thoe ares licensed to him, however,
under Governue.ta] supervision, us foreseen in the agreement,
In an agreement of this kind the licensor should also bear tho
undertaking to cover within a certain fixed time a defined
part of the potentis] market. If ha fails to fulfill this
obligation, he wil] run the risk that the agreement is either
cancelled bv the Governmental licensece or transformed into u
non-exclusive agreement,

Qualifications of Licensor

Important conditions in this counnection seen from the vicw-
point of the Governmental licensec are the following:

The vicencor should be an enterprise or interentional import-
ance in the field of contruaceptives, Ideally, he should he

ible to nffer a wide range .f 2 .ality means and preparati.on:
for contraceptive PUrposems. rurth.=vire, . ghould have eff:-
cl1ent praductjve unite, and, proet. "nbly, # wide oxperienc.

60 foreign Rarketing and distrihat, m ool contraceptives.,




Division o Karketsu

In large countries with : aivision f the pupulation in
geveral geparatoed areac 1L muy be udvisable for marketing
purposges to divide the whole ares into geograpnically ne-
parate units and maka s licenco arrangement with & licencor
for each auch area, © ~h a givision migrt well be practical
for both the !icensor 1d the Governmental licenoee. Notnoos
prevents the Governmental licensee Lo choose different licen-
sorg fnr thense reneel mg long ys they are of the size and
competence to give an esserntial market contribution {o tne
licensor,

Se JOINT VENTURES OF LICENSOKS

I+ should be discuased in tiis connection whether a usunl
form of commercial cooveration in the form of a joint ven-
ture would be acceptelle or suitable, Seen from the size of
the projact such a joint venture, being a cooperation be- -
twen important enterprises, wculd be suitable per se, Such
a joint venture coulid onter into an agreement with a Govern-
ment agency of a developing country and would invclve a
coordination of vaat resources both in the manufacture and
the marketing fields.

Technical difficulties might, however, arise, as experience
shows, Nevertheless, it is a fact that there is a ateadily
increasing cooperation in the world murket between leading
pharmaceutical companiea, In view hereof it is resalistic
to assume that also in projects for developing countrica as
regards contraceptives, some enterprimes would be able to
establish a8 joint venture for the purpose.

Would it be desirable and in that case posasible for UNIDO to
act as intcismodiary in thay connecti::n in order to initiate
a Jjoint venture of im ortant anterpriac s in the contraceptive
field?

6. SUB-LICENSING AND GUB=CONTRACTING

When the time limit cf the licensor has expired, and the ori-
ginal agreement with him has ceased t. exiat, the contracep-
tiv> project could be carried on by the Government of the
developing country, Such a party would then be in s position
to appear a3 licensors to competent manufacturers, foreign
or domestic, within the area or areas involved, While in thia
instance the marcketing and distribution of contraceptiven
shall principally be in the handes of Lhe Lovernment and 1ts

bodres, 1L may be favourable tu appoint Hne or mere licence
manufrcturers, According 1o 0 arreement with suech A manulae-
turer, he chrl! celiver » cortaig quantity ol contraceptive
preode ol approved standAaras snd at oa price te be agreed on Lo
Lthe Gevernmintal [reneor {or taclhes disteitation. Such an
Agrvenent w111 have Lo sreluie tne neual copditions celating
tc mirimum quantitdes to no panulfactured, control of manu-
racta ., catculoations, oook-keepinge ctr, However, in view of
the fact trat o at 0 st 11 o oqwpertant motive for the Covers -

mes.n icensor Lo achieve *‘h win gt pessible dislribution
A1 et coveraxge of conlracentives, he may decide Lo give
oensee-nanufac tuter e wdditanna right Lo geil an
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the area all the surplus contraceptives sade by him exceecing
the quantities t, pe delivered 'c the Governmental! licens,:.
The licensee shoulu nave ouch a right to sel] freely in the
Area provided that he gives to the licenasr the undertaking
to achieve certain minimus sales und market coverage within a
certain time 1limit to be agreed upon, If he fails to do 80,
his right to sell Contraceptives wili casse, This seenms te bhe
the best possible Y&y (0 achieve the purpose of Lroadest Bar-
ket coverage, it 1s isportant that the licenswe~manufacturer
is allowed to act freely 1in his sales activity apart from
the undertakingto achiave Binimum sales and a defined market
coverage, Sc, for instance, his licensor should not put aun
his any restriction as regards prices because if the project
fails, the licensee wil} certainly claia, rightly or wrongl) .
that such & failure is due to the intervention of kis Govern-
aental licensor,

In practice, many varying alternatives can ariee ragarding the
ccoperation on a licence basis between s Governmontal )icen-
sor and its local licensee or licensess, Howaver, i does

Dot seem neceasary to make a further eurvey of such alterna-
tives in thia reviev becauae the principles to be followed

Are very much the same as indicated and elsborated in the
preceding part of the paper,

CORCLUSION

Having coneidered tha Aspects above, the question arises as
to what kind of agreement would be the most favourabdle cne
for a deaveloping country to achieve efficient manufacture,
distribution and asarkating of contraceptives,

The altarnatives and their variations are sultiple but the
finally selecte. one must suit the special circumetances
exieting in the developing country in question, Soms alter-
mtivaa will be mentioned below for further diecuseion,

m A, Exclusive rights for the Licengor.

The licensor or a Joint venture of licensors obtain the COR=
Plets and exclusive rights to establigh a production of con-
traceptives in a developing ccun’ry and aocquire the exclueive
righte as well to market and distribute the products in the
said area provided, however, that such exclusive righte
cease to exist after a certain period of time,

An importent condition for wieh exclusive rights shall be
that the licensor or licenaors within @ certuin, reanonahin
time limit wcquire and cover 4 certain delined purt of the
potential msarket for contruceptives. ¥ .1lure 1n that reapact
would result in logs of the «¢xclusive . sh-,

A final and ~rucial condition would be that the }icensor
gells contraceptives made by him at an non-profit price level
during the time he is enjoving zonopoly posi*:~n under *he
agreemert, Alter all, his prir~c.. a'm 13 - achieve o 200d
market position within a cer A.n rectrictesr period.
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[t ie clear that the jicensor o licensorn neec all practicad
aggistance {rsm the Suvernmentnl bodies nand officilala in curr -
ing through the project. it 15 also evident that the Govern-
aent should emxerciee control to¢ ensure that the licensor [ul-
fills his contractual »ngsagemontsa.

However, a mi-.ture of actions toth from the side of the lrcen-
sor and tfrom thc i, cersee 1n & homogeno's project may resuit
in unnecessary double rork and miaunderataniings as to what 1u
to be done witn a view tn covering the market with contracep-
tives. No need to aay that such fallacies might easily result
in the people losineg confidence 1n the new product if Lrey
cannot get it on the occasinn and ai. the place they were pro-
mised to have it. Thigs is, 1ndecd, a most serious aspect.

Seen from a legal, countractual viewpoint it is, nccording to
this kind of overall licence agreement, purely the task and
obligation nf the licensor to contirously cover the market
with contraceptives of high standards at the lowest price
vithin a certain time fixed in the agreement., If the Govern~
mental licensee and 1ts bodies and officials are engaged in
the marketing and disetribution of the contraceptives, and the
project fails in some essential respect, e.g. a sufficient
part of the market is not covered, so that the Governmental
licensee is formally entitled to cancel the agreement, then the
licensor may claim, rightly -r wrongly, that the failure is
due to the intervention and sctions of the licensee and his
people. A dispute may uarise, and the object of the project

to solve a most important social problem would be jJeopardized,

Thus, it may be argued that if this alternative 1s chosen,

it should be the sclie task and responsihbility of the licenrer
to cover the market and fulfill the obligations of thc agree-
ment. However, it appcars very esvential that, besides of all
other undertakings of the agreement, it shall reat on the
licensor to educate and train the Government personnel to en-
sure that, when the ev~lusive perind of the agreement has
ended, the Government should have the ; :sources to carry on
alone the fere» ant! "te ~Ff +th.. Y{cens ~ and maintein,
deepen or even increase the market coverage of contraceptives
in the country.

Alternative B, Joint eafforts of the Licensor sand the Licensev

If joint efforts of the licensor and the licensee will be
used, to distribute and market contraceptives, then 1t s
necessary that the agreement regulates in . ctail all practi-
cul napecis of such cooperation, However, cven 30 a detadrled
divigion of tne various tngka ¢f v Hu-ties 19 made, oX-
perience showe {rom similar arraagenentys in commercial licence

agreements ihut clashes of interest and disputes are ulmow?
1nevitanle,

Al =inative T, Droduction by Licensor, Distrioution and
lar<eting by Licenses,

Anotner ali-.native wodia oo that only o SToou.s tion of
contraceptivea s the exotu ive tann of Lice )icencir, and

tnat the resporsaboliby ol Mmarketing and aiatcibuting ihe
products wou's st on the Sovernmentel licences and 1ty

hhdien,
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{f they need know-how regarding teoting, marketing, adverti-
sing and distribution from the licensor, lhey have to get it
fros him under a separate agreement, Where a sole right of
some length for the contraoceptive products of the licensor is
concerned, and where he has a contractual possibility to
build up a market withous being disturbed by competitors,

he might very well off r his services t the Governmental
licensee free of char--,

In view of the fact that it is moet important that the
production and the distribution of oontraceptives are closely
coordinated to ensure a continuous flow into the market, both
parties must pay special attention to the coordination pro-
blém 1A this dlternative.
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