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St ri king a Ba l a n ce for 

BY DENISE MYS H KO

Re ce ntly pro posed re g u l ations 

s t ri ve to re s to re the balance be tween 

p ro te cting the inte l l e ctual assets

re l ated to innovation by pharm a ce u t i cal 

m a n u f a ct u rers and the o p po rt u n i ty to 

b ring lowe r - cost generic prod u cts to marke t

by nonbrand manufact u re r s.

F
For hundreds of years, patents pro t e c t i n g

intellectual pro p e rty have been recognized as
incentives for innovation. The U.S. constitu-
tion contains a line that underscores this
understanding, that “Congress shall have the
power to … promote the pro g ress of science
and useful arts, by securing for limited times
to authors and inventors the exclusive right to
their respective writings and discoveries.”

In the pharmaceutical industry, patent pro-
tection of intellectual pro p e rty and assets is a
p a rticularly important way for brand-name
d rug manufacturers to recoup the tre m e n d o u s
investment made in re s e a rch and development
— not just for those drugs that make it to
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market but for those dru g
candidates that failed dur-
ing development. 

For years the pharmaceutical industry ’s

practices for protecting its
intellectual pro p e rty have

been scrutinized by public citizen groups and
challenged by generic manufacturers. 

I n d u s t ry critics are turning up the heat,
accusing brand-name drug manufacturers of
engaging in anticompetitive practices, acting
in collusion, and skirting around loopholes in

WITH SO MUCH AT STA K E,I T’S EASY TO UNDERSTA N D
WHY SO MANY PATENT DISPUTES END UP IN CO U RT.
Brand-name bloc kb u s ter prod u ct s, valued at more than $36 billion in

U . S .s a l e s,a re ex pe cted to lose market exc l u s i v i ty in the next four ye a r s,

a c co rding to analysts at Frost & Su l l i va n .Love n ox , Preva c i d, Prava c h o l ,

Zoco r, and Zo l o ft are among the major bloc kb u s ters that are sched-

uled to lose their market exc l u s i v i ty within the next three ye a r s.

But some say pharm a ce u t i cal companies have gone too far to pro-

te ct their inte l l e ctual pro pe rty and the revenue streams ste m m i n g

f rom their brand-name prod u ct s.

The Fe d e ral Trade Commission has taken ant i t rust law enfo rce-

m e nt actions against ce rtain brand-name and

g e n e ric drug companies whose allegedly ant i co m-

pe t i t i ve agre e m e nts took adva ntage of one or

m o re of the other of the Am e n d m e nts under

Hatc h - Waxman re l ated to 180-day exc l u s i v i ty and

the 30-month stay prov i s i o n s. The FTC is taking an

a ct i ve role in ensuring that consumers benefit fro m

co m petition in the pharm a ce u t i cal industry.

Re ce nt l y, s eve ral major pharm a ce u t i cal co m p a-

nies have reached agre e m e nts with the FTC and other fe d e ral author-

ities in re g a rd to ant i t rust issues.

IN MARCH 2003, Bri s to l - Myers Squibb announced that it had

reached an agre e m e nt with the FTC on the te rms of a pro posed co n-

s e nt decree that would re s o l ve ant i t rust proceedings re l ating to Bu S-

p a r, Ta xo l , and Pl at i n o l . In addition, the co m p a ny reached a similar

a g re e m e nt on the te rms of injunct i ve relief with the states invo l ved in

a nt i t rust litigation re l ating to Bu Spar and is in the process of negotiat-

ing similar te rms with re s pe ct to Ta xo l .

The pro posed agre e m e nts outline the te rms that will gove rn the

co m p a ny’s activities in, among other things, obtaining pate nts fro m

the U.S .Pate nt & Tra d e m a rk Of f i ce, listing pate nts in the Orange Boo k ,

and litigating and resolving pate nt infri n g e m e nt claims re l ating to its

p ate nt ri g ht s. In genera l , the te rms re q u i re that Bri s to l - Myers Sq u i b b

comply with existing laws and abide by ce rtain additional re s t ri ct i o n s

t h at track curre nt enfo rce m e nt policies of the FTC in these are a s.

IN APRIL 2003,Gl a xo Sm i t h Kline and Ph a rm a ce u t i cal Re s o u rces Inc. ,

and its subsidiary Par Ph a rm a ce u t i cal Inc. , reached a settlement with

Pe ntech Ph a rm a ce u t i cals Inc. in their pate nt litigation over Pe nte c h’s

p ro posed generic capsule version of GSK’s ant i d e p re s s a nt Paxil (parox-

etine hyd roc h l o ri d e ) . The settlement allows Par to distri b u te in Pu e rto

Ri co substitutable generic paroxetine hyd roc h l o ride immediate - re l e a s e

tablets supplied and licensed from GSK for a roya l ty paid to GSK.

Par is entitled to distri b u te the same prod u ct in the U.S. m a rke t

o n ce another fully substitutable generic version of Paxil be co m e s

ava i l a b l e.

GSK lost another key co u rt case — involving Paxil — in Ma rch 2003

to To r Ph a rm , a wholly owned division of Ca n a d i a n

g e n e ric co m p a ny Apo tex . The judge for the U.S. Di s-

t ri ct Co u rt for the No rt h e rn Di s t ri ct of Illinois (Ch i ca-

go) ruled that GSK’s pate nt in the Un i ted St ates cov-

e ring the hemihyd rate fo rm of Paxil is valid but not

i n f ringed by Apo tex’s prod u ct. Paxil had sales of $2.2

billion in 2002. The pate nt ex p i res in 2006.

Apo tex won te nt at i ve FDA approval for the

g e n e ric paroxetine hyd roc h l o ride in May 2001. Si n ce

Apo tex filed its ANDA application with the FDA, GSK has filed nine addi-

tional pate nts leading to four additional pate nt infri n g e m e nt suits

against Apo tex .

Final FDA approval of Apo tex’s prod u ct is still bloc ked by two 30-

m o nth stays — the last of which is to ex p i re in Se p te m ber 2003.

IN DECEMBER 2002, P f i zer lost a key pate nt dispute. Dr. Re d dy’s

La bo rato ries Ltd. , a generic manufact u rer in India, won a co u rt case in

New Je r s ey, a l l owing the co m p a ny to market a generic version of Pfiz-

e r’s ca rd i ovascular prod u ct No rva s c. P f i ze r’s lawsuit alleged that the

p ate nt extension given to amlodipine be s y l ate also cove red the

m a l e ate salt version of No rva s c. P f i zer raised these objections after Dr.

Re d dy’s claimed its prod u ct did not violate Pfize r’s pate nt.

This isn’t Pfize r’s only battle with Dr. Re d dy’s. In Fe b ru a ry 2003, Dr.

Re d dy’s filed a suit against Pfizer challenging four of Pfize r’s five key

p ate nts re l ated to the ant i d e p re s s a nt Zo l o ft. Dr. Re d dy’s is seeking mar-

keting approval from the FDA to sell a generic ve r s i o n .

Ant i co m pe t i t i ve or Sound Business St rate gy ?

SOME SAY

P H A R M AC E U T I CA L

CO M PANIES HAVE GONE

TOO FAR TO PRO T E C T

THEIR INTELLECTU A L

P RO P E R TY.

Th e re is a gre at deal of economic pre s s u re for bra n d - n a m e
m a n u f a ct u rers to try to extend their monopolies longer.
Th ey are using the sys tem and loo king for loopholes (in
Hatc h - Waxman) that we re not co nte m p l ated at the time the 
a ct was rat i f i e d.

CHARLES GUTTM A NCHARLES GUTTM A N
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c u rrent regulations to keep generic pro d u c t s
f rom reaching the market. 

I n d u s t ry advocates say pharm a c e u t i c a l
companies are employing strategies common
in other industries to protect intellectual pro p-
e rty (IP) and maintain shareholder value.

R e g u l a t o ry changes, however, are on the
horizon, which if enacted, could limit the
i n d u s t ry ’s protection of its branded pro d u c t s .

In October 2002, President George W.
Bush announced a proposed FDA re g u l a t i o n
that addresses certain features of the Hatch-
Waxman Act and its amendments. 

The law and its amendments established a

re g u l a t o ry framework that sought to bal-
ance incentives for continued innovation
by re s e a rch-based pharmaceutical compa-
nies and opportunities for market entry by
generic drug manufacturers. The amend-
ments compensate brand-name compa-

nies, in certain circumstances, for a lengthy
d ru g - a p p roval process, which can shorten the
e ffective life of patent protection for drug pro d-
ucts. The amendments also streamline the pro-

c e d u res for bringing generic dru g
p roducts to the market. 

The Hatch-Watchman Act was
designed to address generic
a p p rovals. It was not designed to
a d d ress patent litigation between
innovator and generic drug compa-
nies. Among the re g u l a t i o n ’s
re q u i rements, innovator companies
a re re q u i red to list their patents in
the Orange Book. The FDA can only

rule on whether patent information is submitted
a c c o rding to the law for listing. It is the Federal
Trade Commission (FTC) that addresses anti-
competitive agreements and antitrust issues.

The FTC stated in a July 2002
re p o rt that two of the provisions of the
H a t c h - Waxman Act governing generic
d rug approval prior to patent expiration
— the 180-day exclusivity and the 30-
month stay provisions — are suscepti-
ble to strategies that, in some cases,
may have prevented the availability of
m o re generic drugs. The commission
states these provisions continue to have
the potential for abuse.

“For more than a year, the Federal Tr a d e
Commission has investigated delays and abuses
in the process of bringing generic drugs to the
market,” President Bush said in an Oct. 21,
2002, press conference. “I have reviewed the
FTC findings and I am tak-
ing immediate action to
e n s u re that lower cost, eff e c-
tive generic drugs become
available to Americans
without any impro p e r
d e l a y s . ”

A c c o rding to the Oct.
31, 2002, issue of CDER’s
News Along the Pike, the
proposed rule change
would modify the FDA’s
interpretation of the
H a t c h - Waxman Act. The
law allows for an automat-
ic 30-month delay in the
a p p roval of a generic dru g
when the generic manufac-
t u rer challenges a patent

held by the innovator and is sued within 45
days of the innovator being notified. This
delay gives the innovator drug company a
chance to protect its patent rights in court .

In some instances, generic drug appro v a l s
have been delayed for multiple 30-month
periods. The new approach, as outlined in the
Federal Register notice, would eliminate the
possibility of a brand-name pharm a c e u t i c a l
company receiving multiple 30-month delays
related to newly obtained patents. Under this
p roposal, brand-name pharmaceutical compa-
nies would still be able to protect their patent
rights through traditional patent infringe-
ment lawsuits.

The proposed rule also would clarify the
re q u i rements for listing drug patents in the
Orange Book. In part i c u l a r, the re g u l a t i o n
would make clear that drug manufacture r s
could not submit to the FDA patents on pro d-
uct aspects such as packaging, metabolites,
and intermediates that are unlikely to re p re-
sent significant innovations.

This is aimed at discouraging brand-name
m a n u f a c t u rers from submitting patents that
a re not permitted to be listed under the statute
and regulations. This detailed patent declara-
tion will be subject to criminal penalties for
m i s re p re s e n t a t i o n .

The proposals are consistent with re c e n t
recommendations made by the FTC in its July
2002 study, Generic Drug Entry Prior to
Patent Expiration. The FTC re c o m m e n d e d
that there be only one 30-month appro v a l
delay per generic drug application. The FTC’s
study found an increase in the listing of
patents, which had been issued by the Patent
and Trademark Office after the brand-name
d rug product had been approved and also after
a generic application had been filed. 

B e f o re the FDA’s proposed rule, Congre s s
attempted to make legisla-

If innovators fail to be
p ro a ct i ve about 
i d e ntifying and
p ate nting all of the 
co m m e rcially 
re l eva nt fo rms of
their co m po u n d s,
t h ey risk having 
others be at them to
the punch on prod u ct
l i fe - extension 
o p po rt u n i t i e s.

S COTT REQUA D T

July 2005

Prevacid 

CO M PA N Y: TAP 

C LA S S : Ant i - u l cer 

2002 SALES:$3.2 billion

De ce m ber 2004

Love n ox 

CO M PA N Y: Ave ntis 

C LA S S : Ant i co a g u l a nt 

2002 SALES: $1 billion

De ce m ber 2005

Zo l o ft 

CO M PA N Y: P f i zer 

C LA S S : Ant i d e p ression 

2002 SALES: $1.6 billion

De ce m ber 2006

Paxil 

CO M PA N Y: GSK 

C LA S S : Ant i d e p ression 

2002 SALES:$2.0 billion

De ce m ber 2005

Zoco r

CO M PA N Y: Me rck 

C LA S S : Ant i c h o l e s te rol 

2002 SALES:$4.8 billion

Octo ber 2005

Prava c h o l

CO M PA N Y: BMS 

C LA S S : Ant i c h o l e s te rol 

2002 SALES: $1.2 billion

So u rce :Frost & Su l l i va n , Fe b ru a ry
2 0 0 3 . For more info rm at i o n ,v i s i t
f ro s t. co m .
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tive changes to the existing
rules for generic drug
a p p roval under the Hatch-
Waxman Act. The Senate
a p p roved a bill last July
that would have changed
p a rts of the law relating to
30-month and 180-day
exclusivity for the first
generic applicant. The
House was unable to pass
similar legislation. These
legislative eff o rts, however,
have now been pre-empted by the pro p o s e d
FDA ru l e .

In the Federal Register notice — 67 Fed.
Reg. 65447 — FDA officials were quoted as
saying the proposed rule has multiple objec-
tives: “We are clarifying the types of patents
that must and must not be listed, and re v i s i n g
the declaration that NDA applicants must pro-
vide re g a rding their patents. In addition,
t h rough this proposal, we are adopting a dif-
f e rent interpretation of the act that will limit
the number of 30-month stays to one per
ANDA or 505(b)(2) application. This clarifica-
tion, revision, and re i n t e r p retation will help
e n s u re that NDA applicants list appro p r i a t e
patents in the Orange Book while pre v e n t i n g
the NDA holders from thwarting generic entry
t h rough the use of multiple 30-month stays.
T h rough these actions, we are pre s e rving the
balance struck in the Hatch-Waxman Amend-
ments between encouraging innovation and
encouraging the availability of generic dru g s . ”

A c c o rding to the Federal Register notice,
to the extent that this proposed rule would
eliminate multiple 30-month stays per
ANDA after the first, the estimated impact on
innovator companies would be an annual re v-
enue decrease of about $3.16 billion. The cost
impact on innovators is driven by the fact that
a delay in generic entry extends the time the
innovator collects peak sales and shortens the
time the innovator collects 30% of peak sales.
Absent discounting, the impact on innovators
would be the length of the delay times 70% of
the peak innovator drug re v e n u e .

FDA officials estimated the increase in
sales to generic drug companies using the
same model used to estimate losses in sales to
innovators. Assuming typical drug peak sales
to be $2.72 billion (including 2.0 fre q u e n c y

factor) and a typical delay of
23 months, the estimated
i n c rease in one-year re v e n u e

to generic firms is about $1.12 billion.
The model assumes that after generic entry,

the market eventually will stabilize where the
price of a generic drug will be 33.5% of the
equivalent innovator drug. The gain to con-
sumers would be the diff e rence between the
generic and innovator price. This price gap is
equal to 66.5% of the innovator price. Under
the FDA’s assumptions, the estimated con-
sumer impact of the proposed rule is a one-
year gain of about $2.04 billion. This gain
would be from the elimination of multiple 30-
month stays per ANDA that delay the avail-
ability of less expensive dru g s .

After increasing this one-year estimate to
account for the annual expected increases in
baseline pharmaceutical expenditures, the total
expected benefit to consumers for the period
2002 to 2011 is about $34.82 billion. The
annualized benefit to consumers, using a 7%
discount rate, would be about $3.29 billion.

Generic Entry
The Hatch-Waxman Act allowed a generic

company to submit an ANDA that re f e re n c e s
safety and effectiveness re s e a rch already sub-
mitted to the FDA by the brand-name dru g
manufacturer. Before
H a t c h - Waxman, form a l-
ly called The Drug Price
Competition and Patent
Te rm Restoration Act,
the generic company had
to conduct this re s e a rch. 

C u rrent law re q u i re s
generic manufacturers to
p rove that their versions
of branded drugs are
chemically and biologi-

cally equivalent, meaning that the compound
acts in the body in the same way as the brand-
ed pro d u c t .

Under Hatch-Waxman, generic companies
can begin testing their products before the
patent of the branded product expires. The
first generic company to file an application
with the FDA is granted 180 days of market
exclusivity during which time no other gener-
ic product can come to market. 

In the course of its study, which re p re s e n t-
ed some of the largest drug products as mea-
s u red by annual sales, the FTC subpoenaed
documents from both brand-name and generic
d rug manufacturers and examined instances
since 1992 in which generic applicants filed an
application with the FDA seeking to enter the
market with a generic version of a drug pro d-
uct before expiration of the brand-name dru g
p ro d u c t ’s patents. According to the FTC, an
i n c reasing number of generic applicants have
sought entry before patent expiration. During
the 1980s, only 2% of generic applications
sought entry this way. From 1980 to 2000,
about 20% of the generic applications sought
e n t ry before patent expiration.

Generic companies must certify with the
FDA that their submission does not infringe
on innovator-held patents as listed in the
Orange Book. At this time, the innovator
company can challenge the generic manufac-

t u re r’s claims, which triggers
the 30-month stay.

This is the provision of
Hatch-Waxman that has
generated the most criticism
and debate.

Families USA and Public
Citizen claim that brand-
name pharmaceutical compa-
nies have manipulated this
p rovision and are employing
“tricks” to extend their
patents. Families USA claims
that brand-name manufac-
turers are “warehousing”
patents and then listing them
in the Orange Book when
older patents are about to
e x p i re. 

Pate nt infri n g e m e nt is an ex pe n s i ve liability and a
cat a s t rophic ri s k . Companies don’t wa nt to be slammed

with big litigation that is going to be painful to cash flow or
i m p a ct their va l u ations as public co m p a n i e s.

PETER GERKEN

We we re quite awa re early on that if we we re succe s s f u l ,t h e
legal process of fo rcing someone to re s pe ct the pate nt s
could be a ve ry ex pe n s i ve and drawn out proce d u re. A small
co m p a ny may be in the ri g ht, but a large co m p a ny willfully
can drag out the process and incur ex penses to exhaust a
smaller co m p a ny be fo re the case ever gets be fo re a judge.

D R .M E RVYN JACO B S O N
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“Since the FDA does not make legal judg-
ments re g a rding patents, a company could file
a frivolous lawsuit and still obtain the 30-
month stay,” says John Lucas, Ph.D., J.D., VP
and chief patent counsel of Tr a n s F o rm Phar-
maceuticals. “There have been a number of
cases, due to the timing of patents granted, in
which brand-name companies have been able
to extend their market exclusivity by years by
using sequential 30-month stays. This has led
to complaints by the generic industry and
p u b l i c - i n t e rest groups that generic drugs are
being unfairly kept off the market. Indeed, the
c o u rts have found cases of abuse in the 30-
month stay pro v i s i o n . ”

The Hatch-Waxman Act was not originally
intended to allow for multiple 30-month stays,
says Charles Guttman, a partner in the intellec-
tual pro p e rty department at Proskauer Rose
L L P. “Brand-name manufacturers are using the
system and looking for certain loopholes, which
w e re not contemplated at the time Hatch-Wa x-
man was approved, as a way to extend their
monopolies longer then anticipated.”

M r. Guttman says the Hatch-Waxman Act
was meant to be a compromise between brand-
name and generic pharmaceutical companies. 

“The compromise was that the brand-name
d rug manufacturers would get longer patent
exclusivity to make up for the time lost to FDA
a p p roval,” he explains. “The generic dru g
m a n u f a c t u rers received two benefits. First was
the ability to file ANDAs rather than full-
blown drug applications, which are very
expensive. The second benefit is that they have
the ability to do some limited manufacturing
and experimental work needed to file the
ANDA while the innovator patents are still in
f o rce and it is not considered infringement.”

J e ff Trewhitt, a spokesman for the Pharm a-
ceutical Research and Manufacturers of Amer-
ica (PhRMA), says the 30-month stay pro v i-
sion of Hatch-Waxman does not re p resent a
loophole in the law. 

“The Hatch-Waxman Act says a generic
d rug company can challenge the validity of a
patent before the expiration of the patent,” he
says. “As part of this fine balancing act, the
d rug company can assert that it has a perf e c t-
ly legitimate patent and can file a suit to pro v e
its claim in court. When that lawsuit is filed
t h e re can be a stay of the generic drug going

to market for up to 30 months. But the patent
d o e s n ’t get extended. If the patent expire s
while the court case is still ongoing, the court
case ends immediately, and the next day, theo-
re t i c a l l y, a generic drug can be on the market.

“And as for this notion that brand-name
d rug companies are ‘gaming’ the Hatch-Wa x-
man Act to keep generic drugs off the market,
nothing could be further from the truth,” Mr.
Trewhitt says. 

Since the Hatch-Waxman law was passed,
about 8,500 generic drugs have been appro v e d
by the FDA. The portion of generics on the
market has increased from 19% in 1984 to
about 51% today. According to the FTC,
generic drugs now comprise more than 47%
of the prescriptions filled for pharm a c e u t i c a l
p roducts, up from 19% in 1984.

“The generic industry has done quite well
under Hatch-Waxman,” Mr. Trewhitt says.

I m p roving on
the Original

A c c o rding to the National Institute for
Health Care Management Foundation
(NIHCM) in an August 2000 re p o rt, laws
p rotecting IP encourage companies to derive
new products from compounds or dru g s
a l ready patented. According to some at the
NIHCM, these laws have had an unintended
impact — the number of new molecular enti-
ties being submitted and
a p p roved has decre a s e d .

In the 1990s, almost
half of the drugs appro v e d
by the FDA were new for-
mulations or new combina-
tions of compounds alre a d y
a p p roved, according to the
NIHCM re p o rt. The re p o rt
found that pharm a c e u t i c a l
companies that make incre-
mental improvements to a
blockbuster product are

extending patent life
as a relatively safe
way to maximize
p ro f i t s .

A c c o rding to
PhRMA, in 2002, 17
new molecular enti-
ties (NMEs) and 9
new biologics were
a p p roved; in 2001 24
NMEs were approved. The FDA received 23
applications for innovative drugs last year,
down from 30 the year before. 

Others say the reduced number of NME
applications has nothing to do with extensions
of patent life for established products, but
rather pharmaceutical companies are focusing
on fledgling technologies that have yet to pay
d i v i d e n d s .

“One of the reasons for fewer NMEs is that
companies are making the transition from old,
traditional chemistry to new cutting-edge
techniques of biotechnology,” Mr. Tre w h i t t
says. “A number of companies are on a steep
l e a rning curve. Some companies are doing
m o re fundamental re s e a rch than they’ve done
in years and a number of companies are spend-
ing more time and money to make the transi-
tion to biotechnology. ”

F rom a business perspective, the pharm a-
ceutical industry is not doing anything unusu-
al, says Kathi Kedrowski, partner in the global
investigations and dispute advisory practice and

leader of the intellectual
asset solutions team practice
at Ernst & Young. 

“Intellectual property
and especially patents are
key assets for every compa-
n y,” she says. “In the past
about 80% of a company’s
market cap correlated to
the value of book assets.
To d a y, this correlation is
just the opposite; 20% of
the market cap is book
assets and 80% is related to
brands, technologies,
patents, and other intellec-
tual property. Before a
company only protected
the tangibles. Now it has to
protect and exploit the
i n t a n g i b l e s . ”

The biggest challenge that biotech companies face with
i nte l l e ctual pro pe rty is how to define what it is they 
think they’ve discove re d. Often in the early stages, a 

b i o te c h n o l ogy co m p a ny may be l i eve it has something 
but it isn’t quite sure what that is.

Advancing line extensions and new fo rm u l ations —
t h at are within pate nt law — is a sound business 

s t rate gy to maintain market share.

A L B E RT JACOBS JR.

KATHI KEDROWS K I
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tection is very sound and
v e ry effective in encourag-
ing invention by award i n g
a company what is eff e c-
tively a monopoly for a brief moment in histo-
ry. Companies can’t get value from their inno-
vations unless they are able to exploit and
c o m m e rcialize their pro d u c t s . ”

I n d u s t ry experts believe that to maximize
their intellectual assets, companies need to
think outside the box. 

A c c o rding to Patrick H. Sullivan, senior
p resident at Intellectual Capital Management
G roup Inc. (ICMG), pharmaceutical compa-
nies too often leave intellectual pro p e rty and
assets on the shelf.

“ We ’ re finding that companies have more
ideas than they can focus on in their business,”
M r. Sullivan says. “In the past, companies
would discard noncore intellectual assets.
To d a y, there are mechanisms that allow com-
panies to profit from their innovations, even if
these are not in their areas of specialty. ”

Ms. Kedrowski says companies should have
a proactive strategy for managing their intel-
lectual pro p e rt y. 

“Companies need to look at their inventions
and decide, from a business and legal perspec-
tive, whether the product or technology should
be patented and then what to do to exploit that
patent,” she says. “There are tons of gre a t
inventions sitting on the shelves of companies
because they were n ’t core to the business.”

For those products that are n ’t core to the
business, companies have to decide how to gain
additional value from their IP. This can be done
by out-licensing or even forming a joint ven-
t u re or strategic alliance, Mr. Sullivan says.

“Innovator companies have to make abso-
lutely sure that they understand their pro d u c t ’s
p h a rmaceutical options earlier and better than
any other company,” says Scott Requadt, dire c-
tor of business development at Tr a n s F o rm Phar-
maceuticals Inc. “It’s tempting, for instance, for
an innovator to stop looking for alternative for-
mulations or solid forms of a drug candidate
once it has identified one approach that seems
suitable for development. There may, however,
be other formulations or solid forms of the com-
pound that would enable even better perf o r-
mance, that might make new delivery systems
possible, or that might enable a competitor to
market a bioequivalent drug as soon as the orig-
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Ms. Kedrowski says advancing line exten-
sions and new formulations — that are within
patent law — is a sound business strategy to
maintain market share and protect assets.

Ms. Kedrowski points out that designing
p roducts around existing patents is a common
and legitimate practice within many industries. 

“In other industries, companies try to find
ways to design around another company’s
patent; one company might buy another com-
p a n y ’s products, take those products apart, and
f i g u re out how do the same thing better with-
out infringing on the patent,” she says. “All
that pharmaceutical companies are doing is
conducting that same process internally with
their own patents.”

Companies, however, often file patents that
o v e r- reach, says Albert Jacobs Jr., chair of
national intellectual pro p e rty department and
cochair of the national biotechnology group at
G re e n b e rg Traurig LLP.

“A company can twist the construction of a
patented mechanism technology or compound
and sue another company if its product or
technology is too similar and deemed compet-
itive,” he says.

M r. Jacobs says this is a common practice
among pharmaceutical and biotechnology
companies, and even universities. 

“The strategy is to block the launch of a com-
peting product,” he says. “Fre q u e n t l y, the origi-
nator company can make enough of a case before
a district court judge, who may not know any-
thing about molecular biology, chemistry, or
bioassays, to have the ruling in its favor. An
e x p e rt testifies that two technologies are very
s i m i l a r, and the judge grants an injunction to
block the second company from launching its
p roduct. The originator’s patent may fall a year
or two later, but in the interim the winning
company can make some money by keeping the
other company’s product off the market.”

C reating Value from IP
“Patents are intended to be an obstacle to

competitive access in the short term,” says Dr.
M e rvyn Jacobson, executive chairman and
cofounder of Genetic Technologies. “A compa-
n y ’s inventions may be very significant, but
the ownership of that innovation is for a brief
moment in time and then it re v e rts to public
ownership fore v e r. The concept of patent pro-

inal chemical entity goes off -
patent, even while other
i m p o rtant patents on the
d rug remain in place. In
t o d a y ’s hyperc o m p e t i t i v e
e n v i ronment and with
shrinking pharma pro d u c t
pipelines, this is a new
o p p o rtunity to create value.”

Beyond patents on IP,
intellectual assets can be

found throughout an organization — on an
e m p l o y e e ’s e-mail system, desk, and shelves,
says Barak Pridor, CEO of ClearForest Corp.

This “unstru c t u red content” includes art i-
cles, re s e a rch, memos, e-mails, re p o rts, anything
that company personnel read during the course
of a day. This information can be sorted and be
used for business intelligence, Mr. Pridor says. 

“Managing data information to enforc e
patents and determine the patent strategy of
competitors can help protect against patent
infringement lawsuits,” Mr. Pridor says. 

Insuring  
Intellectual Pro p e rt y

P h a rmaceutical patents are the most often
challenged, says Richard Reed, VP at Chubb
& Son, and global intellectual pro p e rty and e-
c o m m e rce practice leader at Chubb Commer-
cial Insurance. And yet the market for patent
infringement and enforcement insurance for
this sector is in its infancy.

“One of the challenges for an insurer is to
d e t e rmine the appropriate trigger of coverage
and what the policy responds to,” he says.
“Another challenge is to come up with an
a p p ropriate grant of coverage. To d a y, insurance
companies take a very conservative look at the
income streams that flow from each individual
p roduct and each individual patent. An insure r
will look at the streams that are pre d i c t a b l e ,
stable, and have a much smaller risk of being
o v e rt u rned from a validity standpoint.”

IP insurance is not cheap nor is it a widely
available option. 

“Insurance, however, is a moderate cost in
comparison with the cost of IP litigation,” says
Peter Gerken, VP and practice leader of the
intellectual pro p e rty practice of insurance bro-
ker Marsh Inc. “Litigation is expensive and
e x p e rts are expensive. Companies do not want
to be slammed with the cost of litigation that
will be painful to their cash flow or hurt their
valuation as a public company. ”

While there are two basic appro a c h e s ,
including infringement and enforcement, there
a re other insurance solutions as well. Those solu-

Be fo re a generic maker can gain market approva l , it must 
ce rtify noninfri n g e m e nt of pate nts listed in the Orange Boo k .

An infri n g e m e nt suit by the innovator against the generic 
co m p a ny triggers an auto m atic 30-month stay of approva l .
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tions include: capping uninsured IP litigation;
insuring loss of profits arising out of patent inva-
lidity; and facilitating deals by wrapping insur-
ance around re p resentation, warr a n t y, indemni-
fication, and title risk. In addition, key types of
s e rvices such as risk assessment can assist com-
panies in managing IP risk.

“The enforcement insurance typically is suit-
able for small- to mid-size companies because
this is a better use of cash than to fund litigation
f rom cash re s o u rces,” Mr. Gerken says.

Among the leading insurance companies
that offer infringement liability are American
I n t e rnational Group (with a policy limit of
$10 million), Swiss Re (with a limit of $30
million to $50 million), and XL Capital (with

a limit of $5 million). XL Capital also off e r s
e n f o rcement insurance. 

One company that has been aggressive in
defending its patents is the Australian-based
biotech company Genetic Technologies Ltd.
Genetic Technologies recently filed lawsuits
against three U.S. companies for infringing its
patents. Genetic Technologies also is in negoti-
ations with many other companies worldwide
to get value from its inventions by entering
into licensing arrangements for its technology.

The company has a series of patents that
a d d ress the use of information within noncod-
ing DNA for sequence analysis for diagnostics
and for noncoding sequence mapping for iden-
tification of genes of intere s t .

“ We were quite aware early on that if we
w e re successful, the legal process of forc i n g
someone to respect these patents could be a
v e ry expensive and drawn-out pro c e d u re,” Dr.
Jacobson says. “We ’ re a small company in
t e rms of market capitalization and cash
re s e rves compared with multinational compa-
nies that may have billions of dollars in sales
and tens of thousands of employees and
a rmies of people who can defend them against
claims by small companies such as Genetic
Technologies.” ✦
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