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PHARMACEUTICAL SECTOR

Pharmaceutical Industry andahsfer Pricing:
Anything Special?

Karl Windisch'

1. PHARMACEUTICAL INDUSTRY AND SOCIETY  of national budget constraints — which is the unfortunate

experience today even in some industrialized couritries.
Research-based pharmaceutical enterprises and thg-emdbo entice responsible individuals to take care of their own
ing “biotech”-coined companies uniquely have in eomhealth — without neglecting the need for solidarity with
mon that they are inescapably embedded in and part of tth®se who cannot faird to do so — is further mandated
nation states’ social systems in which they are operatingecause health interventions are todayl will be more so
The unprecedented advance of diagnostic and therapeuticdhe future, requested not only on the basis of need but
solutions, in combination with the development of sophisalso on what is seen as fashionable.

ticated instrumentation and operating procedures, haYﬁcreasingly a grey area has been developing for the

resulted in seemingly insatiable expectations of the varjemand of medical interventions, diagnostic as well as
ous and, in many cultural and economic aspect&rutif f

< sumgical procedures, including medications that fulfil indi
societies around the world. vidual or societal expectations of well-being. Requesting
The general expectations currently held are that for arigshionable lifestyle products that are suggested by social
disease or abnormal condition there ought to be a curteends in certain parts of the socjetould, howevepro-
that that cure is most likely to be achieved by the applicaoke acceptance of individual responsibilitfhe cost
tion of diagnostic procedures and eventually a medicin@ssociated therewith should in no way impair the provi
that if no medicine is yet available for the purpose, thesion of health care services to those in need.
someone, somewhere, will discover one; and that as soon
as it is discovered and proved to be safe afettife, it
ought to be available to as many people as possible, a8.aNATION STATES AND THE INDUSTRY
preventative or to patients; and, where possible, it should
become available free of clyax. Research-based pharmaceutical and biotech enterprises

- . are fully dependent upon the various governmental con
'I_'helsel gerr]leral exil)ectagons of the public aiqel&mc(jd palr Is of the nation states they are serving, and intend to
ticularly the people and governments In less developetl \in e 1o serve Contrary to the worldwide trend of
countries are to a certain extent the result of the achie regulation i other industries particularly research-
mﬁntsh of t%e res%earr::h lfJased" pgarmacehutu(:jal _er;]ter'prls sed and biotech enterprises are (and continue to become)
They have been further funnelled since the deciphering focus of various governmental agencies and their
the human genome, which has accelerated the growth; fr

biotech enterprises that promise the development ofgen rye_""fé%%Igggﬁgos'wggeggsgtr;r%gﬁf iTt%r(i/aesnetﬁ)ﬁgrg(r:%ﬂlrc at
ically engineered medicines or other genetic health-inte ivable level bedinni ith th
ventions. very conceivable level, beginning wi e encowage

ment (or the lack thereof) to search for new diagnostic
Governments, howevednave more often than not failed to methods and &dctive therapies during the processes of
appeal to the personal responsibility of their people teesearch, development, manufacture, and eventual market
secure and maintain their health. Such an approach would) of a new diagnostic or therapeutic product. Through
require informed patients or individuals interested in théhe entire process, nation states are actively and concur
prevention of a disease before becoming patients. Sumimtly controlling — as multiple regulators, duty and tax
individuals would take an interest in the environment andollectors, and also as customers — the conditions govern
conditions for the provision of health care, as well as iing the strategic and operating options of the enterprises
their private health insurance coverage. This, ideallyor enabling or disallowing entrepreneurship.

would allow for an individual negotiation of service pack

ages starting from the provision of basic health care (with

or without a patient contribution) up to appropriate cever.

: . 1. The author is an industry executive and transfer pricing expert with,
age for cases of pOtentla”y catastrophlc events. amongst others, worldwide responsibility for the transfer pricing of a research-

An informed individual taking his or her own responsibil based pharmaceutical group.

. . - : 2. Healthcare costs are currently heavily debated throughout the world also in
ity for his or her own health senously IS Surely a bet.terelation to the demographic structures of societies together with the related

solution than being dependent on governmental decisiOexpectations and the need to fund another social cost: old-age pensions. The
that can dectively deny — for instance by oblivious affordability of pensions directly reverts to affordable medicines and thereby the

rationing — access to appropriate medicines on the prem pharmaceutical/biotech industry’s inescapably being drawn into financing deci
sions that are regularly beyond those of other privately funded enterprises.
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While the authority to regulate is clearly mandated for thin the area of health care, it appears to be easier fer gov
assurance of safetguality and dfcacy of medical inter ernments to develop measures for controlling the supply-
ventions, the influence of nation states on the economséide, rather than to emphasize the demand-side. On the
parameters governing the sustainable existence of thapply-side, governments control access (in some cases
enterprises (e.g. prices, reimbursements, costs and profisien after their own health authority has granted a market
without a clear understanding between the partiégag authorization), prices, volumes, costs and profits by
involved of the respective rules and responsibilities; creneans of requiring, amongst others, the determination of
ates an overall element of uncertainty and resulting bughe products “clinical excellence”, the approval of
ness risk. pharmaco-economic (instead of health economic) studies,

Research-based pharmaceutical and biotech enterpri E)%derﬁand fOf price redfuct:cons, paybacks, t_)ud%et Hmita
are constantly torn between compassion and commerd@l'S: the enforcement of reference pricing, tiered pricing,
While these enterprises are geared to provide solutions gneric substitution, parallel imports, |‘I‘mltatI0nS to ce_rte}’ln
those who are mentally and physically fetihg from Ievels of costs, reimbursements, and “allowable profits”.
(life-threatening) diseases, they have to operate on a sou@dd the other hand, influencing the demand-side would
financial basis, just as any other privately financed-conrequire governments to create totally new structures and
pany in order to maintain their current investors’ cenfi rules of responsibilities for the nation statagencies, its
dence and also to encourage the engagement of potentiabple, the patients, and the health care providers, as well
investors. as for the enterprises of the industry and those of the trade.

Because of frequent misunderstandings about the modimsthe area of health care there is an apparent lack-of dis
operandi of research-based pharmaceutical and biotetifiction between social and commercial responsibility
enterprises and the complex net of external parametédRgsearch-based pharmaceutical and biotech enterprises
that influence their ability for long-term and sustainablelearly shoulder each type of responsibilayd the indi
decision making, the author has provided in a separateduals working within the industry must, therefore, have
publication for a current perspective of the ethical pharma clear perspective of both. These enterprises operating as
ceutical industry and its interdependencies, especially multinational groups on a worldwide basis are accustomed
the area of transfer pricirig. to regularly filing, amongst others, social responsibility
reports that demonstrate their adherence to codes of good
conduct particular to the industry and as good corporate
3. WHOSE RESPONSIBILITY IS IT? citizens in the respective nation states they serve. There
are the opaque zones, howewehere demands for social
Pharmaceutical and biotech enterprises are confrontegsponsibility with moral overtones of solidarity are in
with a lack of transparency as to the respective responsbnflict with the commercial responsibilities that the
bilities of the nation states and the enterprises of theindusnterprises also must respect. The lack of cladgether
try. While, in principle, nation states are supposed te pravith the constant moving of the goal posts by govern
vide for the health of their citizens, they do so with greahents, impedes transparent decision making which the
variations. Even in the “united” market of the Europeamanagement of these enterprises principally is accus
Union, the principle of subsidiarity has maintained itdomed to being held accountable.for

hations’ autonomous approach towards health care. The overriding principle governing the future existence of
The enterprises of the industaiming to operate asfef research-based pharmaceutical and biotech enterprises
cient health care providers in these nation states, are, hawust be the ethical behaviour of their management.
ever with moral overtones and the quest for solidarityAlthough there is, of course, no claim that executives of
drawn into a blurred environment of decision making byhe research-based pharmaceutical industry are a special
governmental agencies, as well as various interest groujpseed of the human race, nor that the executives managing
Some of the demands may be considered part of the bugiotech enterprises have genetically coded ethics
ness model of a research-based pharmaceutical or biotéebrained, the author is of the firm opinion that ethical
enterprise and its potentially ¢gst customer — the nation behaviour evidenced through transparent systems applied
state. ‘¢t others, whether based on principle or in a ha@nd reported on a consistent basis is the indispensable sur
hazard manneiare clearly outside the business enwvironvival strategy particularly for multinational groups in the
ment that any other industry would be exposed to and besearch-based and biotech industry

L?%ﬂged to consider also in its approach towards transf%ey are confronted by their regular stakeholders as well

as other privately or publicly ganized interest groups
Concepts like solidaritysympathy compassion, social from societies around the world with so many contentious
responsibility and particularly ethical behavioafluence issues that they simply cannotaxfl to conduct their busi

the day-to-day decision making of research-based pharnreess processes in anything but an upright, ethical and
ceutical and biotech enterprises. While all of these are, atrdnsparent mannelt is for that reason, for instance why
should be, governing principles of individual behavjourthe biotech company IDEC Pharmaceuticals (which has
the decision making for commercial transactions shoulgist announced its plan to ngerwith Biogen, another US
also be guided by clear rules and a distinct definition of the

respective pames, responsmlllty 3. K. Wiindisch,International Transfer Pricing in the Ethical Pharmaceut

ical Industry (Amsterdam: IBFD, 2003). This article documents mainly-add
itional data and literature references not cited and footnoted in that publication.
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biotech enterprise) states in the first line of its 2002 annual a high prevalence of a particular disease in an eco
report: “Honestyintegrity and quality breed trust”. nomically underdeveloped country; and/or

As much trust is needed by patients and their physiciansto public ?,plun_lon g,(,ema‘r)ds to ,|’oro_v|de products at “pref
rely on the safetyquality and dfcacy of diagnostic and/or erential’, “tiered”, or “equity” prices.

therapeutic products, all other stakeholders and mamarious regulatory interventions provide for significant
interest groups will want to be assured of the ethicalsks in research-based and biotech enterprises, as they are
behaviour of the enterprises and transparent systemmsverely limiting their managements’ ability to exercise
applied on a consistent basis. entrepreneurship. Government interventions may preclude

In its most recent “2003 Global 5 Hundrewbort about ©" limit the enterprises’ opportunity tofe€tively utilize
the worlds lagest corporations,Fortune Enagazine the marketing authorization granted, for example by

devotes a special section to “Balancing Profit and Rrinci’
ple, Redefining Corporatealtie”’ which starts df by
stating:

When British pharmaceutical giant GlaxoSmithKline
announced in April its decision to further reduce the not-for-
profit prices of its HIV/AIDS medicines for the world’s _
poorest countries by up to 47%, the move highlighted more
than its long-standing strategy to improve healthcare in the
developing world through preferential pricing. It demon
strates just how strong the corporate commitment is to tak
ing a principled approach to doing busingss.

health economic or pharmaco-economic (cofscef
tiveness) studies not being accepted in support ef suf
ficient market prices;

public or professional bodies claiming that the
medicine is not of “clinical excellence” and therefore
not needed,;

pricing decisions being prolonged and impaired
beyond any reasonableness and/or reimbursement sta
tus not being granted;

the additional burden of Phase IV (post-launch) and
pharmaco vigilance studies,

non-deterred parallel imports; and/or

transfer pricing compliance programmes, i.e. the doc
umentation burden, the uncertainties due to the use of
hindsight knowledge, or secret comparables threat
ened to be used in audits with the exposure to double
taxation, penalties and litigation.

Government intervention into the determination of market
prices, reimbursement levels, or even the limitation of
access to pharmaceutical products is sometimes justified
In addition to the overall level of uncertainty and the resuby the fact that such governments are the principle cus
tant business risk, research-based and biotech enterprit@®ers of the industry and more and more common
are faced with major economic, regulatory and pharm&ecomes the gument that their budgets are limited due to
political risks particular to the industiyeculiar economic many other non-health but social cost-related reasons,
risks of research-based and biotech enterprises are &i#€h as the need to provide more monies for old age pen
result of their research and development programme&#ons.

being subjected to serendipity and fortuitgther than a |n many countries, howevethe cost of diagnostic and
positive correlation between funding and the outcome @herapeutic products is only a small portion of the total
new diagnostics and/or medicines. Such risks inherent st of the health services and irfiiént consideration is
the industry are documented by research over the last thig@en to the fact that early diagnosis and treatment by
decades which shows that investors are expected 10 PfRedicines may be fefctively cheaper in many cases than
vide the financing of some USD 900 million in order for apther forms of treatment (e.g. hospitalization). Instead of
new medical entity to become a possibiliyen if such a  controlling the supply-side of pharmaceutical and biotech

new product has been secured through all pharmacologi¢gbducts, governments would be well advised to develop
and tOXICOlOgICBJ teStIng and various clinical '[rla|S, enteralternatlve structures for health care pro\”s'on

prises marketing a new medicine may be faced with the ) i i
risk resulting from unexpected sidefefts to be detected Research-based pharmaceutical and biotech enterprises

only with the broader use of the product under the eond'® also faced with considerable pharma-political risks as
tions of daily life. a result of factors such as:

" . — an insuficient awareness and lack of appreciation for

In addition, and only amongst other economic risks such the complexities of pharmaceutical and/or biotech
as the financing of continuous R&D programmes, the RegD programmes;
enterprise may be faced with no or a low return potential the continued and sometimes suddenly changing gov
due to: . ernmental control érts;
— the development and regulatory processes having

lasted too long to be granted market access among the

first entrants within a new class of products; o
— the competition having already established a signifis, 2 care2 (March 2003), at 1. IDEC Pharmaceuticals and Biogen announced

cant market presence; on 23 June 2003 their plan to merge (market capitalization USD 6.8 billion), and
— the marketing authorization being granted for thdo create —after Amgen and Genentech —the third largest biotech company in the

; . United States.
treatment of onIy arare disease; 5. 148Fortune2 (21 July 2003), at 1-21.

6. Id.,at2.

How the efects of this and other related decisions are to be
interpreted from the perspective of transfer pricing, as well
as sustainabilitywill require considerable further analysis
and also wise political leadership and judgment on both
the national as well as the supranational level.

4. RISKS PECULIAR TO THE INDUSTRY
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— the lack of political will to allow for more competitive directly attributable to the products currently sold in a par
market forces impacting on the national structure dicular country This is mainly due to the expenditures for
the provision of health care and therewith a greatd®&D programmes which during the time frame of on
transparency of respective responsibilities andverage 12-14 years may or may not lead to a successful
accountability; launch of a new product. Bearing in mind the impossibil

— the contentious climate surrounding the pharmaceuity of predicting the outcome of research, the high propor
ical and biotech industyyith the consequence of los tion of R&D activities becoming abortive, and the length
ing and/or not attracting the brightest minds a®f time needed for successful R&D to bear fruit in the
researchers for the development of needed diagnosfarm of a marketable product, it is prudent and widely
agents and therapeutic medicines; and accepted (both for statutory accounting purposes as well

— activities of non-governmental ganizations and ini as by tax laws around the world) to treat current R&D
tiatives of institutional investors that severely impacexpenditures as sunk cost.

the business decisions of the enterprises. Nevertheless, such R&D expenditures must be funded
It has to be kept in mind that such risks are shouldered lbgntinuously from current revenues of all products cur
privately funded enterprises the investments of which irently sold. Because current R&D expenditures are invest
R&D programmes amounted to some USD 50 billion iimments for potentially positive inventions in the future, yet
20027 simultaneously funding, inherentlfhe many abortive
programmes, these expenditures cannot in any coenceiv
able way be directly allocated as costs to the products cur
5. TRANSPARENCY AND COST STRUCTURE rently sold.

- . \s_can be observed from the experience of biotech-enter
Transparency is needed because of the interdependen : e :
with societal interests and the often contentious clima §§es, most of which are dependent on a positive convic

created as a result thereof. This is particularly so beca n of venture capital funds to finance their ongoing R&D

of the often not fully understood facts and circumstanc nggaérprgfe:héa 'ﬁe\?v)l(tr%?gédﬂiugiefrorrisaess'%ng'ﬁgﬂ:e the

of research-based pharmaceutical and biotech enterpris cessary liquidity to c):/ontinue their o perations

One of the thorniest issues that research-based pharm ylq y P '

ceutical and biotech enterprises are faced with is a lack of

understanding of their cost structure.tfie amazement of

the autharthis unfortunate innocence applies not only t07' MARKETING COSTS

governments, NGOs and the media, but also to some of Etp‘e
T

consultants advising both governments and the managg, e of patent protection in the various countries around

ment of the industry the world, research-based pharmaceutical and biotech
There is a significant need unmet and therefore an impagnterprises will have to launch newly developed products
tant task for universities to consideganizing academic with initially high marketing expenditures to gain market
training in this area. Students of various disciplines arghare quickly and to establish the needed franchise which
still studying in isolation and leave their alma maters onlpotentially would allow the continuation with sales of the
as specialists in their own fields. products even after patent protection has lapsed. Not all

: : . harmaceutical or biotech groups are in a position to
For research-based and biotech enterprisesfectiekly p .
serve societies around the world, they need to attract ffiNch @ new product concurrently in a number of eoun

: : A ~iries around the world. Nor would an independently oper
Pr?egp tga}nm:;rgzsw g?sgcg\%@gi]cs ti?;?rﬂnzonﬁmggn?oﬂﬂ' ting distributor in a particular country have the thrust for

sought after advances. More so, howgetkese highly !VCh a high-impact campaign. Especially the eimer

order to safeguard mostfegtively the remaining time

capable individuals must have an interest in and a sol otech enterprises often form an alliance with muitina

rasp of the requirements and the achievements of thaigally operating pharmaceutical groups that have the
gthe?disciplinegI with which they will have an active inter perience arll(d infrastructure to embark on such a capital-
face. Such an intellectual preparedness and appreciatior'JENSIVe marketing strategy
contributions from other disciplines are the conducive eldt is, howevernot at all a matter solely of immense capital,
ments of an ééctive interdisciplinary decision making — but particularly a matter of professional experience with
without which highly integrated businesses would not bthe medical professiosi’practice in each of those ceun
manageable on a worldwide basis. This is particularly trugies gained over a long period of time to conduct and con
for the intricate problems that remain to be solved btrol the value chain of product supply in the various eoun
pharmaceutical and biotech enterprises in the area wies with most difiering regulatory requirements.
transfer pricing. Although the sales in most of the countries are conducted
indirectly via wholesalers to pharmacists and other retail
distribution outlets (e.g. hospitals), the medical profession
6. R&D COSTS prescribing the products is still the maingetr audience

Vital to an understanding of the cost structure of research
based pharmaceutical enterprises is the fact that up tc- The top 30 multinationally operating enterprises of the research-based

; ; [, pharmaceutical and biotech industries have together provided funding of USD
third of a particular enterprise’current costs are not 5 o s ReD Drogrammes.
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for the dissemination of scientific literature detailing theParallel imports are possible when the price level of a
diagnostic or medical advance of the product in questiormultinational groups patent-protected and branded prod

In most countries this marketingfert requires a very Uctis lower in CountnA than in CountryB. Frequently

labour intensive, face-to-face communication through scf!iS _Price d_lf_eren'glath?] occukr)s Ee(]’;aﬁse of goverane)znt
entifically educated and highly trained sales represent r||c|e _|mpost|t|ons n e”|t eror Oth ort esehc?untlrles-b ar
tives. It is the experience of the research-based enterpri d |rrt1pofr S ng{;}ma y I?CCltj-r WI en a w ge_g_a er buys
that they must engage in a vigorous campaign to quickfl 224C SA ror&w H e mu Itlnf? |on%'ﬁgrospsub sidiary 'H
capture the attention of interested physicians, to provige2UNtryA and there Is stitient diiference between the

them with a high quality package of scientific and medicait ceS In Country and CountnB for it to be worthwhile
information (a%dqposs%lbﬁ)y alsg training) which togetheafaﬂer taking into account shipping and other costs) for the

: wholesaler to bring them into Couny In CountryB the
provides comfort for the acceptance of the new prOdUCt'Wholesaler would sell to other wholesalers and/or retailers

Competition is fierce, both from other multinationallyat prices less than what they would have to pay for sup
operating enterprises, as well as from indigenous nationglies of the same product bought directly from the multi
companies defending the usage of their established renmational grougs subsidiary in that country

dies for ailments. Therefore, to penetrate the market and Qrallel imports have a considerabléeef on the market

gain a suicient market share, enterprises commonl(inhare of sales by multinational groups of the same

spend on marketing (i.e. the provision of scientific an L . :
inal i : - et . medicine in some northern European countries, particu
medical information, selling, and other distribution activ fy the United Kingdom and Germanjncreasingly

ities) between 15% and, in the initial launch period, a%ough also the cross-border fimbf medicines between

0
much as 35/0’_0f turnover o Canada and the United States has alarmed governmental
These expenditures are at least as significant as for R&dgencies, lawmakers, insurers and, espegctaly(mostly
activities in any given period. The associated risks,-hovelderly) public in need of continuous medication.

ever are of a dierent quality Economic reasoning supports the free movement of goods
At the R&D stage, the risk is that the incurred expendconcept, as it ideally strengthens market forces to the
itures are sunk cost and simply may not produce a masenefit of the consumeHowever so far this is only evi
ketable product at all. Thefefts of the enterprises in this denced by products of enterprises that are free of price
context may be totally unavailing regardless of how mucbontrols or any other governmental interventions.

money they spend on R&D. By the time the new produ . o
e P : wever government-authorized activities of parallel
has reached the market, there is still a significant risk, b ders endanger the return on their investments of

this risk is that the enterprise may not succeed in persu search-based pharmaceutical and biotech enterprises.

ing its customers of the value of the new product and th . .
not be able to establish a satisfactory market share bef ﬁ%riltl)ﬂ-angé)égii\?éirgdraelé:gr;%?:i S ;;Pgﬁ:gz eounrly 0

other products begin to compete with it.
: : ailable evidence suggests that these imports are con
Howevey at this stage there is a product and the chanc cted fully at the expense of the enterprises of the ori

that the enterprise’'marketing expenditures will make that - . b .
product adeqﬂately profitab%e a?e higher than the chanc ators and to a considerable extent to that of the public at
at the R&D stage that any additional R&D expenditure g¢e %ecause parallelhtradle_rs do not, as expeqtetlj, pass
may produce a marketable, let alone an adequately prég€!" @dvantage on to the ultimate consymespectively

' e payet® These mayultimately realize savings only

itable product at all. due to the originators being forced to reduce their prices.
At the marketing stage the worst risk is past. The problefarallel importers have neither incentive nor obligation to
now is to ensure that the product succeeds. Although therego retention of the full price diérential and usually let
current cost of doing so may in relative terms exceed evenly their sellers and buyers partially participate in their
the cost of discovering and developing a new produchdvantage.

management is enabled to control the process of expqul

: : ; : ! arallel imports not only impact negatively on the overall
”ﬁéi \{\gtceg:r]irfiaglegnsntg(rj\%ggﬁl)gsand with much Shorter{'meprofitability of a multinationally operating group, they
' also completely distort the revenue and cost structure of

the afected enterprises within the group. A group eom

pany that is based in a country with government- enforced

8. PARALLEL IMPORTS low prices (e.g. Greece in the European Union, or Canada
ithin NAFTA) and in which parallel imports are, or may

on be, enabled to redirect products into a higher price
untry will show disproportionately higher sales com

pean Union, the North Atlantic Freeralle Agreement ared to its cost structure. The group compmmgrketing

(NAFTA, with the United States, Canada and I\/lexico)expenditures have been negotiated with the originator of
and in South America within the Mercosufhis is
intended to be to the benefit of the ultimate consumer 8- Biotech enterprises in their initial phase of development may not have

: ; ; P R sales, and when they do (or when they have royalty income), marketing expen
has severely negative implications for research bas‘ditures for a new product may outweigh revenues initially.

pharmaceUtlcaI and biotech enterprlses. 9. A common market between Argentina, Brazil, Paraguay, and Uruguay.
10. “A closer look at the savings from parallel trad8trip (18 June 2003).

The well-intended policy of “free movement of goods an
services” aims at strengthening market forces througho g
an entire region, such as common markets like the-Eur
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the product on the basis of that courgmeeds. A signii  is apparent particularly in view of the ten additional states
cant diversion of products to other markets would -comacceding to the European Union in 2004, and in the United
pletely distort transparent analysidoefs for equitable States because of the continuing initiatives for parallel
gross magins and therewith the negotiation of reasonablanporting pharmaceutical and biotech products not only at
transfer prices. the significantly lower Canadian prices.

Parallel imports have also become part of the emotion@ihe requests from NGOs for “tiered” or “equity” prices
health policy debate resulting from the 2001-02 Southave already created negative implications beyond the dis
African AIDS/HIV access-to-medicines crisis. In thecussed problems within a common market. Internationally
absence of imperative action by theNtl Health Ogan  operating traders exploit the opportunities of electronic
ization (WHO), as in cases of an epidemic, UN Genera@ommerce by illegally utilizing the price thfential
SecretaryKofi Annan, himself accepted responsibility for between price controlled markets.

the global health crisis with his personal authority and th : -
o the supranational anizator o represents. Upon s o 18 Uned Staes has not yefiidty gearcd up
initiative, the Global Fund to Fight Aids, Malaria, and PO y : :
Tuberculosis was created importation of products assumed to be identical with those
' sold in the US market. The commercial consequences for
The initial acceptance of responsibility on a supranation#ihe research-based pharmaceutical and biotech industry
level was subsequently followed by the 2002@/dom  (and subsequently for countries around the world) of the
promise formula of Doha. Apart from the Doha proposaUnited States allowing the import of government-enforced
allowing least-developed nations to demand compulsogyrices from countries without any research base, will be
licences for the manufacture of medicines for three dideyond current imagination. Private investors would-with
eases (HIV/AIDS, malaria and tuberculosis), responsibidraw from that sector altogeth&enture capital would not
ity was then further shifted upon pharmaceutical ante forthcoming, and countries would have to themselves
biotech enterprises with the demand to apply “tieredorganize and provide funding for the R&D of desired
“dif ferential” or “equity” pricing for their medicines to be remedies for the health of their people.

sv?:idchn ;t)g?tsf (r)]?htcleorntsh ; nhltshlg gﬁgﬁﬂ;ﬁgﬁﬁ&ﬂsgﬂﬁéaﬁ? g However lawmakers in fear of the electoral demands of
enterprises should foot the bill — and also without censi ﬁ:gti(i:ogﬁgugﬂgsrtigprﬁaaégis?gxg SEU\?eCrL:Tr? eg]etouaﬁ)t%%r
ering the consequences for both their pricing of produclsyias” synport for the protection of pharmaceutical and

in other markets, as well as the resulting transfer prici : o

, o e otech enterprises that have originated the products and
between enterprises within the same multinational grougy, 5 haye takgn the risks to mark%t them undre)r the condi
The resulting political consequences of necessary enford@ns required by the respective nation state appears to be
ment have not been d$igfently considered eithefhe so- dwindling.

called Ramsey pricing strategy (i.e. considerably reduced g, ,hort for a law allowing to buy American-made drugs
prices in nations with less ability to pay and/or greater hat'sell for lower prices in other countries has been rising
elasticity of demand than in wealthy nations) requires par  among lawmakers anxious to address high drug prices [...].
allel imports to be prohibited from such low-income  Specifically the bill would allow the importation of pre
nations. As compliance with such a mandate cannot be scription drugs approved by the Food and Drug Administra
assured, the political debate is still ongoing, subsequent to tion [FDA] and manufactured in FDA-approved plants in 25
the September 2003 V@I'Ministerial Conference in Can industrialized countries. A main source of imports would
cun, while research-based pharmaceutical and biotech likely be Canada, where many elderly Americans living
enterprises continue to struggle with their decision making Near the border already travel to fill their prescriptions.

in that opaque zone of unclear responsibility and aceount

ability. _ 9. THE ALL-OR-NOTHING IMPEDIMENT

Re-imports and parallel imports are the result of price dis

crepancies in inétient markets. Parallel importers, asAs much as research-based pharmaceutical and biotech
arbitrageurs, exploit these price discrepancies for as loRgterprises — in conducting their R&D programmes — are
as they exist, without being burdened by any of the risksontinuously confronted with the challenge of whether
associated with the product development, the preparatigifeir original invention will live up to the expectation of

of dossiers for regulatory approval, etc. They have gromsecoming useful without significant sidefedts, various

into a formidable market force by founding their own tradgther and comparable chailenges are at stake even after
organization. In the words of one of its founders, “[plaralhaving gained marketing authorization.

lel imports will last, as water is flowing to the lowest level, . . .
as long as prices will not have been equalized, througho%? far at least potential sales are created in major markets
through, for instance, the positive outcome of pharmaco-

the European Union, at the lowest level”. A - ; , ek

i o ] .. economic or health economic studies, the products’regis
Should governments continue to insist on their existing
Ieve.l of govemmental mterven.tlons Into pr_lvately fun.decll. D. McGregor, “Republican leaders face setback as drug bill gains support”,
businesses and at the same time allow this markét-inefgisancial Times27 July 2003).
ciency to continue, this may in Europe as well as in thi2. The Pharmaceutical Market Access AGutknecht was passed by the
United States eventually lead to the need of full goverrHouse of Representatives with a bipartisan majority on 24 July 2003. To become

ment financing of medicinal research. In Europe this rislaw in the United States, it must also be approved by the Senate and signed by
’ the President.
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tration on a positive rather than a negative list, the gaininginimum royalties on expected volumes sold during the
of a reimbursement status, and the support from (rathexpected life of the product. Licensors would therefore be
than a denial by) an access-controlling governmentéath to even consider granting a licence if the potential
agency such as the National Institute of Clinical Excellicensee would attempt to structure the royalties, including
lence (hereinafter: NICE) in the United Kingdom. A negalump-sum payments conditional on the outcome of access,
tive outcome of any of those challenges would, indeegyice, and/or reimbursement negotiations, in any particular
mock the entire development process, as no product satesintry

would be the consequence.

There is no other industry subjected to such a dilemm
Assume, for instance that a thus far independently eperat™
ing biotech enterprise that is relying on its ability to create
an efective and safe product, negotiates a licence with a
multinationally experienced marketing group to sell prod
ucts on a worldwide basis. Such licence terms would ui%

WHAT THEN IS SO SPECIAL ABOUT
TRANSFER PRICING IN THE RESEARCH-
BASED PHARMACEUTICAL AND BIOTECH
INDUSTRY?

ally entail advance and staggered lump-sum payments g€ Pasic business issue of this indysay compared to
the basis of certain milestones achieved (e.g. the ultimafiy, Other industryis the interdependence of its privately
2 nded enterprises with the social, emotional and commer

marketing authorization in a particular country). cial needs of societies around the world. Such facts and
If, however the licenses' price or reimbursement negoti circumstances may be considered as “market conditions”,
ations are not successfully secured or a medical superwhich surely have an fefct on the transfer pricing of the
sory body such as NICE in the United Kingdom were tenterprises.

hand down a decision that such a product — although it has. . . o
: i its guidance for applying the arsrlength principle, the
been granted marketing authorization — should actual ECD Guidelines state: “As a general rule, these gevern

g? ttr?: gﬁggﬁg,? Woﬁydt?]%\sgeg;c\?\)ﬂ%g rr&rgvl\,llghliﬁlll%ergg_eseu ent interventions should be treated as conditions of the

royalty payments, as the licensor would surely not gﬁiarketmthe particular counfrgnd in the ordinary course

agreeable to rene’gotiate the licence terms ey should be taken into account in evaluating the tax

' payets transfer price in that markéf’.However the

A royalty (typically directly related to net sales) usuallyDECD Guidelines do acknowledge that, “[n]evertheless, it

implies an acceptance by the licensor of the liceade®'  is quite obvious that a country with price controls must

gaining power for gaining approval to sell the product anthke into account that those price controls wileetf the

for achieving a reasonable market price. This would deteprofits that can be realized by enterprises selling goods

mine within the given time frame of having secured-marsubject to those control$®.

keting authorization in the various countries revenues f

the licensee and thereby royalty income for the licemsor

denial, howeverof reimbursement status or frankly the

disapproval of the produst’prescription as best practice,

constitutes an absolute negation of income, irrespective

the lage costs incurred in advance of the expected laun

of the new product. While the licensor as the invento

Egﬁglnd ig?eﬁible to rely on the franchise, expertise andf NeGHle resulting risks for the enterprises will have to be con
gence of the licensee in the respective-mal idered with particul in their t f .

kets, it would be inconceivable (as no third party would bg'9€"€d With particuiar care in théir transier pricing.

agreeable to renegotiate the licence terms) that the

licensee would be enabled to reclaim its advances on roy

alties paid in case the licensee has failed to gain the sup

port from governmental agencies for pricing, reimburse

ment and access.

Licence agreements usually entail in addition to initia13. oEcD Guidelines Chap. I C, 1.56.
lump-sum payments based on certain milestones, ali4. id., Chap.|C, 1.55 f. vii) “The effect of government policies”.

9 the authoss opinion, the complexity for research-based
pharmaceutical and biotech enterprises to consider all
price-impacting parameters, often iterativeétyarrive at a
pnsparent and defensible result, appears to be underesti
ated by many interested parties. In order to appreciate
e facts and circumstances of the indystry interdepen
ncies with societies and their respective social systems,
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