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Patent Aspects of the Phammaceutical Industry

Preface

Cperative technology required for the development of tne pharmaceutical

industry can be classified in two broad categories. [t may be of the diffused

type, that 1s, relating to the stock nf knowledpge that has become public property,

and 1s therefore freely ottainable through booke and techniecal publicotyoasn,

inquiries from national and international cources, plant vis)te

, ote, The

second category of a more "secpret" nature, covered or not by industria. property

rights, 1s mostly 1n the hands ot firme, institntes, or government aFencien,

For the purpose of thi~ paper we Wil examine some aspects ot the usefulnesns

of patents for the development 5 the pharmaceutical industry sector. The

monopoly nature of this economic mmstitution e renerally recomized both in the

i1terature of patents and in that nf freneral economicn, On the other hand, 1t 1+

Aldo claimed that patent laws stimulate industrial development and are conducjve

to a dynamic pattern in industry,

necause of the lack of importance and for practical convenience, analogous
economic institutions of lesser legal and economic scape and duration ape
exciuded frem this discussion paper. Also we do not consider cortiticates of
authorship or vouchers of invention, which involve the acquisttion by the
rovernment of awnershin of the 1nvention and the payment oy the Government to
the inventor ot a reward dependent on the scope and importance of the invention;

this system coexists in some cases with the national patent system -wid has not

replaced 1t.
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In the introductory section we illustrate in very broad lines what patent
sys.ems exist in practice and emphasize the operativeness of s1uch systems.
The second section discusses the economic rnle of patents in the pharmaceutical
field with particular reference to the developing countries, The third section
reviews briefly licensing actions and nnderlines the need of unpatented

technology for the developing countrien,

Patent systems as part [ the economic inatitntions of a country

1. The development of ‘ndustry in the Furopean nations during the nineteenth
and twentieth centuries testifies to the fact that the protection offered by

patents can be a powerful stimulus to technical progress and economic development.

2. However, the protection of industrinl property in the pharmaceutical field
has often given rise to controversy. We will not enter into these disputes

which usually take on a political character, but will endeavour to throw light
on the role of patenis in scientific and economic progrens with the help of an

empiricial approach.

3, Jince the statatory deuscription of patertable cokoect matter as necessarily
general in natare, the extent to which the invention clamed in a patent
applination must possess novelty, atility andor anventiveness, 1.e., the degree
to which 1t must reprecent in amprovemen® over the prior technolopy, depends in

practice on the wa» in which the reqiiremente cet Pforth an the patent law are

interpreted and applied by the patent affice and by the national courts,

4. An examination of the repriters an five connbries which are major producers
of phamnaceutical products - the Federal Hepublic nf Germany, the linited States,
France, the ' ted kingdom and Switzer.and - and in Italy seems to bring out

the direct and positive correlation exinting between the patent system adopted and
the rate of introdaction of new sharmiceaticial prodacto, Althourh 1t 1s
dangerous to Assess the contribution of a4 country tn medicine on the basis of the
number of baste pharmacentical nrodnets introduced, since not all have the same
therapeutic valo e, the bare Uipures wiil give us some indication of the level of
development of each country, "here 1re varying degrees of patent system

incentives and compulsions 1n these various countries.
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5. Under Un.t~d States law, pharmaceutical patents can be issued toth for

VoY oy -Tal 2 3
new products and for new processes. Patents relating to processes, however,

constitute a much weaker form ot protection md pla - a leas mmportant reole in
the pharmaceutical industry ‘han paterts relating t» products. Since the
patent 1tself provides n full description of the prooess concerned, 1t is
generally fairly eany for a rival company to modily the process somewhat - thus
evading the patent covering 1t -~ and to embark on the production of the type

of produrt 1n question withoul visking legal action, Yrodaet patents, on the
other hand, ire a relatively effective means of protection arainst compet ing
producers. Yhen a4 vatent 1 1ssued to a company, no rival tirm con sell an
identical product without fear of being nued, Thia gves prodoets benefiting
from this form of protection a secure safeguard against the competition of
product= derived from the same chemical entity. Competilive recaarch into new

roducts 15 Also encouraged in the Hnited States by the absence of any legal
: N [

rovision on compilsuory lLicensinge.
Y &

6. In the "mited Kingdom, ¥rance, the Federal Republin of iermany and
Switzerland, patent protection of pharmaceuti~al products is legs complete than
in lhe 'nited States, tor various reasons. In the 'mited Kingdom, patent
protection 15 available for pharmaceutical products only. In the Federal Nepublic

of German', Switzerland, France before Loty and the 'mited Kingdom before 1949,

only particular processes were protected. Italy, on the other hand, has no patent
protection, either for products or tor manufacturing procescern, All these

countries are highly industrialized, have encouraged the development of
education and the emtablishment of new and inereasingly advanced achools and
laboratories, have a record of technical achievement in science generally and
in the field of chemical technology, and have a potential for pharmaceutical
discoveries comparable to that of the United Gtates. A comparison of the

achievemeuts of each country in the pharmaceutical sphere gives us the following

picture:
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Introduction of
new
“atent nprotection pharma~eutical Approximate
n the products from, population,
pharmacentical field 1040 to 1959 =  for comnarison
‘Inited States CTomnlete £ 175 mitlion
"mrted YVinpdem, “rance,
ederal flepanlic of
Maprmany and “wit-erland Tntermediate 20 150 million
Tonly ione o] 50 million
. Theee iatn chew a positive correlntion between the degree of nrotection of

inventors?! r:~hte and the pate of introduction of ~oew pharmacenticals to the

market, dnvever, apart Trom tne dicnapily of the economoe instiintione observed
there avicl mans other o1 fferencer tetvesn the cnin’ries compared, ‘leverthelens

the conrclucion reem: untified thet suitent reghts are an amportant factor an

Aivine rice to commercialization of neu ~“harmace ttical producta,

Q. Tt o nfortimatels aympercinle to chow whot aonia have hapnened if n
’ N
A1 Pfapent nnvant coocton bod bepr adnnted - hame v favrgnre AT matent nrotection

nave Yeen cracloiming thear Dotk oap thar tectatatyon feron ionge e i
, 5 . .
ertertain no denbts on the sahpect < I+ in pormible *that the are indeed right,
Lot thmip ;manmrrictiens nrn Racad cnielt oon fatth ot rat oom crrefitanie materinld
\

cvidence, Ao oreseonde the aeeftiiness af natenta bo odegelonans conmbriec, the

Snection becomes ever more geintanie,

Teve il i 1~tinge of drugs according to nlace of discover:s in Drug
nductry Antitruct Act ‘enringr Yafore the Antitruct Tubiecommittee onf the Committee
¥
Ar the Conbieaart, Yo e of Cepresentitives, Coth Demgresc, md Deciion on HOR. HPA5,

L7y om0 Ton i anhamton ey b, e T T

Cne means of obtamang the dnat whaick we lack weald be to abndon the patent
:ystom 1n the mitec Otates Ser o twenty o vears and Lo compare the rate of invention
and industrinal progsrecs it the preovions tuenty vearns, “hat type ot eyneriment
wonld be extremely costly, 'n view of the ettects 1t would have nn the w~eneral
well=being ol ‘he nation,

4

3 The In‘ernationai “nion for the “rotectron of Industirinl Uroperty, whose
chartece, 'he Paris Convention, 1s ameid it ensuring A minimum of protection 1n
all States belonging to the mion, had seventy-seven member States in 1967
(several other countries were expected to join in the near future
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9. Tt must be borme in mind that the patent system takes concrete form in a
number of legal provisiong concerning patentability, the consideration of patent
applicationz, the duration of protection, procedural questions, the rights of
inventors, cte,, anr of which may contain negnative elementa, Hrnece the

efficiency or inefficiency of a fiven lawy on patents depends partly on the
anplication of the varioue provisions anpearinge in legal textg, "o the extent that
the nppropriate natent office, office of 1rdigtral froperty or mimistry of a
developing conntry Coes not undertate, or ¢ not adeotely eqpuipped, to review

and examine piatent anplreatinng ta determine novelty, wtility, 1nventiveneuss

and priority of 1avertion, the richts of snvertors and busivesimen 1n *hRat

~euntry are rendered uncertoin, Guch s ramewark tends naturally to be

unsuitable for econnmiec prowth. Alan, the courts of that ceoyntry el carry
increased resroncitaiities and bordens with respect to the mnking of such
determinatinns, firroam the vremice that patent protection 1s usetful to the
promotion of technoiogicnl develovment, meertainty as to the protection afforded by
patents may be a relevant fac‘or o be considered in connexion with national efforts
to stimulate the development and exploitation of vharmaceutical technology, It i3
none the leso ce-tain 41 it the stimiinting ettect ol ~ompetition wnd the intro-
cuct on of new phamaceut)cal producte are by no means automatic, "here are
powerfal forces which lead some enterprises or countries not to ceok Drofress,

giver the high cot of competitive efforts to i1nnoviate and launch new products,

the riske irvolved or simply the arder of nriorities in national development,

10. Tt 1s however clear that even with a patent ctatute 1r general a much emaller
number of patent applicationz are filed, and patents 1ssued, 1n developing than

in develoned courtries, By way of 1llustration, for the year 1961, Morocco
reported /7 patent applications and 399 jssued patents;  Caeylon, 170 patent
applications and 9% 1ssued patents. In addition in the case of developing
courtries, generally upwards of %) per cent of the patents applied for and )ssued
are in the name of foreign nationals, On the other hand, the llnited Kingdom
reported 46,529 patent applicatiors and PHLBTY issued patents;  Canada, 24,529
patent applications and 21,089 1ssued patents, and The ‘letherlands, 13,461 patent
applications and 3,557 issued patents. The reasons whv so few patents are
applied for and issued in developing countries are the lack of inventive or entre-

preneurial activity on the part of the nationals and residents of the developing
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country; the unimportance of the country as a market for the patented product;
other economic and legal factors militating against the establishment within
the country of any enterprise producing or selling the patented product or
stilizang e patented methods and processes;  the absence or inadequacy of the
Jeead nprotection which patents affords inventors and investors; and the
relatively greater significance of unpatented, an contrasted with patented,

technolapgr,

he Tt mast also be mentioned that while patent systems penerally allow for the
patentange of preducts and procescen, specified categories of products and

Trocencer are ol cligible Cor patenting, Thus, 1n a large number of countries,
pharmaceatical or medicinal products are nnt capable of being patented, In

ther countrier, the exclusion from prtenting ertends to chemieal products in
gener~l and alsa surgical and curative devices. The basis for such practice

ie that the patentee, by virtue of his patent, wirll be able to exact unreasonably
high prices and will not furnich the public with adequate supplies of such products
and devicer, and that the issuance of a patent 1s therefore detrimental to the

putlic interect,

The role of paterts an the pharmoceation] field

12, Tt wonld ceem from above, thar Copeen of ‘nertin make  themselves felt
particularly an eountreies whops pyeadn “anomitate new products without restriction.
T i new pharmace st yeal nrodoet o 4 new manufacturing process can be copied
raprdly by ocompetitors om0 f oeodiet e capacities are not restricted by any
monopolistie Timitatyan « igt e tg “ayy A aituation of absolute free
competifion exi1tts ~ the price of the product manifactured on the basis of the

new technieal knowledge 111 caon fail on the market to the level of production
corte, The conte A pecanrcen and devel anment o © the nroduct are -inder such

conditions no lonper covered, tince the amitatore do not have Lo cover these extra

Cipenoesy as to the aryrinie prodacer wig has had to bear these conts. Lhey do

not apnear i hin fuarrar o ocoe e, Hecenrch and devel opment, expenscs incurr

baciently once anlyv;  ther reprecort Cived conte and will Femerally not rise as

prodiaction ottt ineprenae:, Chadever may have heen the cott of the development

of new browledre, 1te canl ot ogn op ttrbization by imytatora costs viptnally

nothing,

Bt he priee ol e paarmacent o] prodiaet s manaf w tured on the

bacie of fthe rew tochnolorse o podueaed to the Tevel of vrodaction and overhead
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coste as a result of imitation and tree competitinn, the expenses af research

and development in relation to inventionsn or wmprovements in knowledge about
manufacturing techniques cannot be covered. Mew developed technology and
know-how have indirputable economic value since they contribnte to mereasing

the social product. But where there is no 1imit on their free ure by
competitors, ther aquickly lose attractiveness te the private bus.ness enterprice.,
Thus when it 18 possibtle for rival manufacturers to anpropriate succesntul new
products, as 15 the case in Ttaly and mar» developing couniries, few enterprines
are willing to undertake the invertment in research and development recensary for

the introduction of improvement:: ind ‘or new producte,

13, Tt must not be forgotten that, in creating o new product, an enterprise must
not onl pay the rosts of research but alee the substantisn] cnot of perfloct ing
the product, In m=ny ecases, the couts of development are mich preater than the
proper research costs, even it the regearch work done was aoite sufficient ba
Justify n patent arplication, Consequentlyv, nitent protection 1n necessary not
ly to encourage i1nveniive activity bui lee, and perhaps even more, to encouriye
the pharmreeatical indoatry to irvest an irnovationa, A etudy of trends in this
industry showe that the influence of natent protection alnne ppears o the wpr
invectmente nre allocated, Ao norecalt o the nrotection of industrial nroperty,
investments in praduction plamt and emgipment brings better returne, niatented
inventions are “conpded their M1 value and their Stilization .o sheltered from

the direct imnact ot compatition,

14, “atent pretosction s amed a4l combatting economic inert :. "t oplays a

major nart n four distingmiichahle tunction @ the ctimulation and rewnrding of
invention ~nd 2t utilization, the selection of inventions tfor sdention ard for
receint of rewvards, the determination of the mount and character of ropards to

individual inventors and 4o industrial developers, and the ultimote peneral

diffusion ot the resulting benefits, Heedless to vy this final function 1a
crucial for the prepress of indusirialization in developing countriern, Tn the

company more than usuall  cuccess{ul n creating: and marketing a unigue and aovel
pharmaceutical product it oflers, conditioned on the fulfilment of the four
functions just mentioned, the possibility of recoverine 1te conts to an anucually
large extent, withnut suffering lorses at the hands of amitators. Patents
fortify . business firm's profit incentive. Hith this nrospect, the creative

organization's investment ir product and clinical research, development and
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marketing activity behind the introduction of each new product can be justified
ecnonomicallv, “hee posaibilitien o recovering these invertmentis, however,
muet be svbstantial enourh to eounterbalance the cver-present rish »~f fajlure.,
durinesa selt-interent 10 3 force which effectively combats normal busineas

thertin,

I, Patente forece competitore to develon their own improvements of patented
products and place them on the marke*, nr elce urfer the loeses involved in

the market =hift which voala recalt from ny other policy, “I'c narrowvmess of

the scove of the pharmacentical patents would give otherwise rival firme a chance to

develop nd market their own improvemento withont beire waed for natent infringe-

mento, thos, defending the commercial intereste o1 the mventor mav srove to
he advantageoas to the procese of 1nvention itvell, In mwm7 countries descriptions
of natentr ape mublyched very widely;  this enables renesreh workero and inventors

to keep ibreast of techrological progress and constantly gives them new subjects

for otudsr.,

1&, "ere 15 no doubt thot rival labornteries would be able to liscover manu-
facturing cecrets as soen as the new preparations appear on the marret or soon after
the tairst utilization of the newprocesses. lowever there exists often a lon~

interval netween the 1sone of a patent or the suitmission of the anplication ~ad *he

mitinl use of the invention, Thonke to patents the new technolarienl knnwledge
15 avalrlable well before clinical exnerimentation with the prodact begins, neh

nrior dicciomire an nel of 1mmediate profit to anvone under the circumstances of
industrinl protection, it 1t allows competitors to look tor substitute nroducts

and procesces and thus Lo evade the patent,

17, It should be considered tvy the way that, tfor each natentable new discovery

that 15 marketed, there are onroduct: which have beep develoned and will never be
marketed, In the industrr an a whole, 1t 1o estimated that only one ~ut of ten
patents covers a markeled rrodact, and were 11 not for the nine other patentc the
new knowtedge they represent cou'd be kept completely secret 1 desired. But it

15 st this anformation that often preovides the basis on which another company
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huilds to make a really important invention of its own. In this way patents

can stimulate and promote research among independent groupn;l

19, Patents mevi*ably bave an (nfluence on the commercinl Tareer 7 specialite

nrodnects, Actnua'l;, sin innovation that has proved 1to value will normally yyve
rice ‘o near imitetions or substitute devices, and will have to meet their
competition, oven if 1t is protected aoanst literal anfringremente. Phoarmacentical
product vartitions ofter 1nvolve combinations with other drug: and resenrch and
development rndertaten in the industry can be connidered to a large evtent as the
cost of techrierl nroduct 4y “ferentintion. Thus, the natentn orvminally pranted
m~y te murccerded fap oan indefirite bergth of time by o judierousls celected corieg
Al rorens " e payemernt 1th the passape of Lime, new procacts may be
develoned and may tn a Iapes eytent cupplant Ahe orizinsl drue, hut apecinl forme

of the oriminal rroduct remain often on the marret and continne to he nsed lopge
~fter the 1nitinl form 1n which the nroduct wor sresented hae vellnieh disanpeared,
The flood of sach product changes and dirfepentintions o crrtte o due to attempte

to attain economic oh:ectives ~oel e producine drgs for anle c 4 prices eraymlent
to or lower than those o imylap rrotiets sold by rival Yiemel vhile b the same
time avorvding any reduction 1 fhe price of exacting apeciolyties, The resnlt

15 that, even 1f these Hotenible ney Aragsoare im “act only "molecnlar monapunlations
of old praducts, now nold at o cheaper vrice nder o new trade-mark, their pricen

are actually more flexibhle thap renera] I thov it

l/ The obrection ‘hat 1t - ol those technnlngrical advances which could not

in any evert remain recrat that ape the sihoect of natent anplications s quite
valid, Withot patent nrotectren, hnwever, the rarenreh worker's efforts would
often loce some of their interent ming to the obhlygntion ot secrecy. e world
hecome 1ncreasingly inolated “rom othe» reseaprt workers as o result of being
unable to publish or discuas most of his work. In addition, the absence aof
industrial orotecticn wonld 1nerease the ecager of tinrlieation of recearch nrogects,

The alolition of patents wonld thus considerably nlter the clinate of
scientific research in inductry, “here would be an atmosrhere of recrecr and
suspicion, the induntrial world would be fall of spres and the true cejenticth would
hesitate to fo into ‘ndustry, where he would not be nble to speak feeely o chat he
knew nor utilize the knotrledee he ararired, " research prooects wenld thus
tond to remain within a narrow framework and become much less appenling, The
emphasis would te placed even more on short-term nrojectn, lerg-term recaarch not
being sufficiently attractive from an oronomic noint of view, for small nd medium-
sized firme, n a highly competitive climnte.
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19. T4 nevertheless remrins an indisputable fact that the interest which
manufacturers have in effective patent orotection shows itself in the price
atricture of the pharmacenticnl morket, “hanks tn the tempornrr monopoly
cithation derived from natenic, trode-marks, trade names and good-will, the
man:factarer 15 in o porition to evercise a certain amount of control on the
price of pharmacentical preparations and to sell certain drugs nt market prices
econsiderably higher than production costs. he manufacturer obtains thus an
important source of income which enables him to continue with his research and
develnnment wark  as wel! a5 to make mood! lonses suffernd on drugs for which there
ir only 2 limited demand, T inventions were not patentahle, would competition
ve innrenced| 1+ 18 an interesting subrect fnr apeculntion, ™n fact 1t is far

fram clear that *he areliching of patents would increane ~ffective rompetition,

A0, The contiderations set out ahore reparding the need Tor inducirial property
rirhts are ecpecially reievant to tre cmall concerr and neweomers to the
pharmaceatical branch, and partielarly therefore to countries which are in the
process of indnstrinlization, even 1f the latter often en oy facilities for
introtheing themmelves to the market which depend to 1 Inrge oxtent on the type
of teehnelarictl procens concerned and the categmory of rharmareutical products
marufnctirel. ™1 e comnatibie with the prinecipley ampii~it an mort existing
anti-nonopoly leg slntion, that the remedy tor the morcopol nower of larre
soncerns over a gsiven market 10 to coenfer a camilar degree of monopoly power
on small firms, cnd the recent practice of certvin develeping ~ountries to awnrd

4
patents on the basis of priarity of application rather than prioratr of 1nvention -~

taking due care to saferunrd the rights of nrior vcers

?l. “™e large concernt producing pharmicentical products already operating in the

drug markets have the advantige of having an establiched vosition, exasting

1 In manr ieveloning countries, the statute requires patents to be issued to

the first apnliomt therefore. Ir the industrial countries and certain developing
countries, the rea.:irement 1o to 1asue the patent to the inventor - the originator
of the 1nvention - or ni1s acs1,mes or successor, In the latter situation the
patent office, 1n addition to determining whether a patent application covers a
natentabie product or process, hac the responsibility for determining whether the
applicant for 2 patent 1o an fact the original inventor of the claimed invention,
T™is 1 referred to o5 establiching vriority ot invention on the part of the
natentee.
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manufacturing facilities, active sales organizations and goodwill, In addition,
they very often have sufficient financial strength to render the inventions of
the small laboratories sterile, 1f necessary. With the patent ag protection,
however, tne small concern or newcomer to the branch han an epportunity to over-
come the advantages connected with scale and thereby chiallenge the established
rivals. A pharmaceatical enterprice which indertaken research has, it must be
admitted, more chances of succeeding 1 there are ontry difficulties for other

firms 1nto the came field or 11" 1t can maniye to raize harriers to hold bacok the
flood of 1mitators, Patents conctitute an important stimalus tor large enterprises
but for independent inventors or small Tirms comueting with large laboratories they
are vital, A thindamental invention can place o f'irm in o leading position and
entirely alter the relative cituation of each enterprize in the 1nduntry. Often,
though, the only advantage that o reallyv cmall firm cnn derive from a valuable
patent lLies in selling 1t to n larger competitor, generally for a lump sum, since

it does not 1tselfl have adequate financial means to undertake the promotional
expenditires necessary for the launching of the new product, even if this may prove

to be of greater value.

72, The ability to put out large sums in carrving the innovation to the ctage of
commercial exploitntion 1e in fact one of the undeniable advantames of the large
firm, as is the abilitv to enjor large scale economies of production. Jometimes
thece advantarges result in oligopolistic or even monopolistic situations in a
whole product line, and sometimes they could not be enjoyed without first creating
monopolint.c conditions. It 15 very true 1n csome pharmaiceutical product lines
that mononolirtic conditions nromote growth, in the sense that size promotes
erowth, and that size and monopoly are related. But we must not exaggerate and
make this argument into a general rule for the whole pharmaceutical industry and

for all levels of operation.

?3. It may be desirable to protect a new industry in the pharmaceutical field in
the early stages of 1ts development, provided that the protection 1s removed within
4 reasonably short period of years. This was actually the origin of the British
patent system (Statute of Monopolies of 1624). A new invention 1n those days
covered also new industries introduced to the country from other countries, however
old and wel! established the techniques of the industry might have been in other
nlaces, The statute implicitly recognized what is called today the "infant

industries” argument.
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4. In principle, developing countries should rather favour mononolistic situatio

than combat them because of their shortage of native entrepreneurship and the

great risks of investent in cch countries. Tn general, povernments of developi
countries chow their wiltiingness to grant protection to new industries, “"hether

this 15 achieved in the form of tariffs, ot licences, of subsidies, or of patents
or 1 combinntion of different pnlicies ia rather scecondary and must be examined

in each cace ceparately, The economic history of JTapan, as well as the history
of the pharmaceuticai inductry 1toelf, chows that the successt™l entrepreneurs

tend not onir to dominate the indnstries in which they started, but alae to spread
their interects out from osne bLranch of industr: to another. ""1th the development
of the Jdeveloping economies there will alsa be an increase 1n the mupnly of manage:
wnd the cicke af imvertment will decline as industr.alization progresces, The
much rear: i dominatyon of the rcconomic scene wil! then hecome diffienlt, nnd
monopolistic =ituntions v ll hecome harder to rreate and te maintaan. Tn other
words, the monopely argment for developing covntries which is often closely
related to the granting of exclasive rights i an arsument of temnorary sipnificanc
only, and 15 suboect to the came limitation that a prolongation of tre monopolintic

situation may reduce the economy's vitality,

5. Yhile 1t 15 of impoartance to protect the riew irainst the newer, it iz eaually
essential to nrotect the new apainst the old, "atent protection rcerves the first
intent, wherear constant review of patent le~1o'“tion Lo rrevent 1Yo nbuce cerves
the necond .= ‘herefore the develoning countries need alro sone general anti-
monopoly legiclation to prevent the establiched grovin: nrnnfacturing concerns,
indigenous as foreign, from usine their power, for instance, Lo tet too high prices
in relation to social marginal cost pricing or to deny newcomers access to the

market, in fuct industrial corporations are more likely to mike new diccoveries

4 » . . .
1 forder—~line practices include accumulntion of patents b artmiemnment, non-use
ot natents, ~rant-back of subcequent improvements to licensor or their use to extien
tihe term nf the rotent menopoly, price-tiving of the natented article, limits on
tho freld of nure, tyinr clauses, restrictions on prtentee, pacrage licensing, crour
Licenrming or anterchanpe (whick hus i ferent Suymatfieance aceording e the patents
interchanged are complementary or competing ,oand plackmad b oof competitors by
unwarranted anfrirrement cietions or - in reverce - defoenoe wWrninct warranted
mfrinpement actions b oovearranted legntions of Aanbitrist violation (cr.
TML Clart, Competition - o Dvnimie Urocens, The ‘rookings Inctitution,
Washinegton, D.C. 1003, p, 00T ]
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and produce new inventions and utilize them if they are under pressure and 1t

is also generally agreed that a good proportion of dynamic innovational
contributions are achieved by new entrants into a #1ven market. The enactment
and enforcement of such legislation calls however for very thoughtful judgement,
since monopolistic situations are both needed for growth in certain industrial
fields as they can impedd fast industrialization under certain circunstances.

Tt is clear, that the relationship between patents, trademarks, and monopolistic
situations, and economic Jdevelopment does not lend itself to simple conclusions,
Whatever temporary advantages and dynamic efficiencies large dominating firms may
bring to the developing countries in their earlier stages of economic growth, 1t
15 sound practice to watch them carefully and to smeek to restrict their powers

if necessary. I'rotective measures change their role in the course of devel opment

aiways,

?6. To summarize this section we may say that the pharmaceutical industry 1 an
industry in which the patent system represents both « constant threat and n
constant opportunity for each firm. By rewarding the innovating concern with a
strict right to exclude others from exploitation of the invention, the patent
system encourages laboratories to tare risks and forces competitors to innovate
1n their turn or perich; at the same time, thanks to the protection which it
gives, 1t also ennures the appearance of newcomers in the market to some extent

and guarantees a certain degree of economic mobility in the branch.

Licensing actionc and unpatented technology

27, The holder of" a patent can grant a1 license for the use of the invention
revealed or claimed 1n hin patent to a third person in return for financial
compensatior {revaltiec’ or some other arrangemnent to be cettled by agreement with
the purchaser »f the licence. “he 1ssue of a cimple non-exclasive lLicense 1in
respect of a particalar patent consists of the signature of an agreement under the
terms of which the imventor indertakes not to take any legal action arainst the
licensee 1n respect of the evnlnitation of the invention. Subject to o the publie
policy of the —ountry 1ssulng the patent, the patentee {Licensor) may prescribe
limitations or restrictions on the wiy the licencee exploits the licensed patent

or include other conditions 1n the patent license :yreement.,

]

28, The sharing of a patent, that 1o to say, the granting of a license, is a

means whereby the patent-holder can increase the potential profits trom his invention.
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In grantine 2 license, the patent-owner grantc a rival firm the right to
manufaet o re, exploit and or cell the prodncts in question. “he patent-holder

con 77~ 'imit the area in which the licensee is authorized to market the product,
he ran !imit tva amount of A product arthorized to be manufactured under the
lirence, ~nd +f ‘here ir no cross-licensing agreement he can fix the price at

wvhich the |:cencee can sell tre prodhct,

20, The rrarting of licenses has plared a partienlarly impertant role in the
pradinction of ntibiotice nnd, more recently, of ‘ranqmillizers. The granting
of n licenre te a rival Tirm for the rroduction eand sale of A prodact subrect to
a partictlar patent enables the patent-holder to broaden the ~cone, but not the
control, of his mononol; rentso. It m1: happen that the enternrice toking ont
the lirence hnos better relations than the paten'-holder wrth the medicnl cnorne or
with oharmacicts, or the licensee may hiave o larger sales coprertr vhich permite
creater ~oncentration of morketing offorts, "t 1o also not in{requent for a
natert~tolder to rrant o rival firm ¢ licence for the nroaduction or sale of a
nroduct becrise off 1t amefilnens for ~ablie health or beecanee the natent-hnlder
himeelf conld not cover the vhole potentinl market nlone withont evierdine hig
plart irctollstions.  "he wide grantings of licernres may, inter alin, have the
result of reducing market prices ‘o as low n level oo is rompatitle vith profits
whick ~till nermit ~l1 producerc to competn, Thie eifeect io well 1tlustratcen

b, the example of 1nominzide, an 'mti-toiere i~oe droe of high theranentic value,

in roepect ol which a Uwice Coampaay granted man: 1hcencen,

0, Thenaver, an the el forte of comniinies 1o amitate ant improve on cach other's
nrodacte, o rroduct or production procesn thun developed 1o more efficient than

the orieinnl product or process, the comnange: ~oncermed are in a2 cartuation

avearing cronc-lrcencang, “his e varticdarly the coane when the manufacture of

a final pharmaceaticnl sroduct rernires the e of 4 number of intermediate products
come of which carn bhe podaeed b chemieal contbecys or hy enltore or fermentation.
L strivang evample o the bheoid-spectrim fitibrotic tetracycline, dircevered

senaratel - by several nhormacentieal hoorctories ol the came Linme.

1., The danger of nesotoations nmed at ectabliching eroct-licensing apreements
10 that provps of enternricer il coccend an avording competition among themselves
by menrc of erther evplicat iy reement: (cortels) or of implicit aercements

(~pneerted nrocticen), However, althoiywh cross-licensing asreements or
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non-exclusive license agreements concluded between laboratories apply to a

limited number of producers, they may lead to an expansion of markets, an

improvement in production techniques and an increase 1n technological efficiency,

The community of interests in regard to production often gives rise to 7 common

price poliey, Crons-licenting agreements mas, however, lead to vigorous
competition, »narticulaily in re=ard to prices, on the part »f the laboratories
excluded, encourage faster development of new nraducts for the purpese of maintaining

profit margins and put pressare on the recearch erganizations of enterprises.

32, Thas type of agreement hac made possible a satisfnctory settlement of patent
controversies between varioun groaps of laboratories regarding o number »f products,
including dihydrostreptomyesn and the original form of tetracycline, and hao
provided n meanc nf cneading an o the moarkebing of severn! anti-arthritic agents of
the prednicone {nmily. ‘requent crost-licenting 16 nevertheless econominially
dangerou:r, cince 1t may result in understandings of a monopolistic nature and lead
some onter,rices to adont the policy of leaving another iaboratory to incur the
exnensec of research and apply for o licenne, If the enterprises were to refuse
to grant licencesn for all theyr ratents and vigorously and constantly oppase

legirlation which nthorized or weuld asthorize compulsory licensing, that would

prevent this practice from spreading 1n industry.

33, Concern 17 cometimes expressed that patented i1nventions will no' be worked
within develoning countries and that =such countries will be unable to obtain adequate
supplies of natented prodiucte or producte invelving patented processes. In order
to cope with this rrohlem ond also to avord 1n some instances unreasonavly high
prices by virtue ol A patent monopoly, *he natent ctatutes of most countries
{inrluding some developed countries) contain provisions providing for compnlsory
}ieensing or revocation of patents in miny cases, especially on pharmaceutical and
medical producte and devices that are not being worked wrthin the country, and/or
are being worked on a basis inademuate to supply the requirements of that country.
Some countries make provisions for compulsory licensing and have no provisions

for revocation; a few nossesc only a revocation procedure; many have both types
of provisions. The time periods before the expiration of which applicants may
not apply for compulsory licenses, or patents may not be revoked, differ from

country tc country.
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34. The question remains, however, whether the granting of protection, subject
to an obligation on the patenter to license without limitation, guarantees those
thus protected sufficient income from royalties on licences to permit the future
commercial development of valuable new technological knowledge. “he principle
of compulsory licensing 15 completely justified in cases of non-use of patents
considered to be of public interest, when, for example, the Government wishes to
facilitate the use of new i1mprovements or of secondary patents dependent on a
basic patent or to limit the abucive use of a patent, or when spherec of general

interest such as public health or rationnl defence are concerned.

35. Generally speaking, statutory pronedures for the compulsory licensing or
revocation of unused or inadequately used patents are rarely resorted to in
practice. Tt 15 aloo imporcible to evaluate the extent to weich the mere
existence of such provimions, and the potential threat of invoking them, ctimulates
the working of the patents 1n 4 country. An alternative statutory procedure for
promoting the utilization of unexploited vatents exists in a few develoning
countries, where, the low provides for a compuluory license to the Gfovernment, or

for its expropriation by the tate, so that 1t may be available to ~ll.

36, lastly, attention must be drawn to the fact that many licensing agreements
merely authorize the uve of a specific patented procedure, ard carry with them
no nstructions, docvumentation or technical assintance., "hese have to be obtained

separately trom smme other enterprise or concultant firm.

37. Modern industrial develupment 1o dependent, in fact, not only on patented, but
also on unpatented technolormy, which 15 often referred to as know-how or technical
information, s technienl know-how mar take the form of trade secrets,

specific formuliae, ovperime: ol and elinieal data, which may involve 1nventive
developments nu novel and v amportant as those which quality for piatent protection,
but which their pocsessor has decided 1o keep searet instead of dinclosing 1n a
patent appl:cation, In the wonal cacey however, 1t takes thie form of d1ifused
know-tiow sarh as specifieations, manaals, blueprints, plant desiem, plant
construction, plant operation, product design or eecords inveolved 1n scientific
research and development, Also incluled in the concent of know-how 15 the
technical expertice possessed by the serentists, chemical engineers and other

persona engiyed in fabrication, scientifie research and development.
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38. Even in industrialized countries,

the Ynow~how is frequently more important

than the technology disclosed in patents, In the case of developing countries,

such unpatented technological and technical information assumes an even more

important role, Therefore the manufacture of pharmaceuticals in developing

countries 15, as a rule, not only dependent upon access to patented inventions,
but even more, 15 confronted with the introduction and adaptation to local
conditions of pharmaceutical technology that 1s already established in the
industrial countries. Therapeutic methods and conditions of drug administration

may differ trom those 1n deveioped countries, Malnatrition, local nutritional

habite, or genetic disorders mir lend to adverse phvaiologieal reactions not

observed during the clinical trial pericd in the countrv where the nharmnceutical

patent 1n quection hiad beer 1umned firat. Thus the unpatented know-how will in
most cases be mich more importan' than the patents to the licensee and to the

technological development of the develoring countriesn,

39. Therefore, to the extent that patents may play only a negligible part, in

the technology transfer to a developing country, they have no, or a very limited
effect, on the establichment or development of a pharmaceutical industry in that
country. In those cases where foreign-owned patents have some importance for a

pharmaceutical industry in a developing country, they have usually to be licensed in

the same agreement with unpatented know-how.

Conclusions
———

40. The patent system is a public policy, adopted to promote the interests the
public has in invention and its utilization, in establishing primarily private
business enterprices and is useful for state owned companies. In the pharmaceutical
field there exint ditferent patent legislation systems to encourage indigencus
inventors and investors to develop new technology, adapting imported technology
and stimulating industrialization by protecting indigenous and foreigm inventions.
The many defects of the established systems in operation do not extinguish its
dynamic role for industrial development, for which any radically different oystem
would have to find a substitute of a less automatic sort. atent lepislation

is a very complex subject matter, and therefore to appreciate i1t influence on
industrial development it is necessary to take account of the level nf economic
and social development achieved in a country, that 1s to say, the attitude
prevailing with regard to competition, research and development, industrialization
in general, the inflow of foreign capital and establishment of frreipm enterprises,

and other essential factors. Patent protection can stimulate as well as hamper
industrial devel opment.
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