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Legal Counsel: PATENT MANAG E M E N T

A co nve rg e n ce of eve nts negat i vely affe cting dru g
p rod u ct life cycle has elevated the value of crys t a l l i n e
fo rm inte l l e ctual pro pe rty (IP) from what was ofte n
v i ewed as pe ri p h e ral IP to a co re asset. Re ce nt eve nt s
d e m o n s t rate that previous piece-meal approaches to
c rystalline fo rm ident i f i cation are not sufficient to pro-
te ct a drug from early co m pe t i t i o n . Rat h e r, a co m p re-
h e n s i ve fo rm screen early in clinical deve l o p m e nt is
re q u i red for meaningful IP pro te ct i o n .

A dichoto my of prod u ct life - cycle management is
t h at as pharma co m p a n i e s’ p rod u cts lose pate nt pro-
te ct i o n , g e n e ric companies find succe s s. Attacks on
p ate nt s, re g u l ato ry gaming by generi c s, n ew FDA
ru l e s, and new legislation are shifting the balance in
f avor of generic co m pe t i t i o n . In the last deca d e,g e n e r-
ic companies be came increasingly more aggre s s i ve in
t a rgeting brand-name dru g s. The pate nts of we l l-
kn own drugs such as Ne u ro nt i n ,Pa x i l ,Fo s a m a x ,Hy t ri n ,
Zo l o ft, and Za ntac have all come under at t a c k . In each
of these ca s e s, c rystalline fo rm was at issue. But the
challenges to pate nts for these drugs oc c u rred re l a-
t i vely late in the prod u ct life cyc l e.Of more co n ce rn fo r
p h a rm a ce u t i cal companies is that re ce nt pate nt chal-
lenges are oc c u rring early in the prod u ct life cyc l e.
Pate nts of re ce ntly launched drugs such as Ava n d i a ,
Acto s, Va l t rex , Ari ce p t, Lex a p ro, Prov i g i l , Ac i p h ex , a n d
L i p i tor alre a dy are being challenged by generic co m-
pe t i to r s.

LIMITED MEANS TO COUNTER 
PATENT ATTAC K S

Ph a rm a’s defense to generic co m petition is co n-
founded by increased limits on the legal and re g u l a-
to ry tools available to co u nter pate nt at t a c k s. One of
the most common and successful pro te ct i ve mecha-
nisms used by pharma invo l ves the implement at i o n
of a 30-month stay as allowed by the Hatc h - Wa x m a n
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Act. Under the Hatc h - Waxman Act, if a generic co m-
pe t i tor files an ANDA and the pharma co m p a ny sues
the generic co m p a ny for infri n g e m e nt of a pate nt list-
ed in the Orange Boo k , the FDA is then re q u i red to
d e l ay generic drug approval for 30 mont h s.Prev i o u s l y,
if the pharma co m p a ny obtained another pate nt that
qualified for listing in the Orange Book during this
te rm , it could obtain an additional 30-month stay.

The FDA,h oweve r, re ce ntly passed new rules limit-
ing NDA holders to one 30-month stay per ANDA and
t i g htening the pate nt listing rules for the Ora n g e
Boo k . Mo re ove r, the re ce ntly approved Pre s c ri p t i o n
Drug and Me d i ca re Improve m e nt Act of 2003 limits a
p h a rma co m p a ny to one 30-month stay and give s
g e n e ric drug companies the ability to file co u nter suits
to co rre ct impro pe rly listed Orange Book pate nt s.

While one 30-month stay on drug approval may
seem to provide co n s i d e rable pro te ct i o n , the re a l i ty is
d i f fe re nt. Ge n e ric drug companies ty p i cally inco rpo-

rate one 30-month stay into their prod u ct deve l o p-
m e nt plans. Th u s, a generic co m pe t i tor will file its
ANDA at least 30 months be fo re pate nt ex p i rat i o n .Th i s
a nt i c i p ation results in the 30-mont h
s t ay fully ove rlapping with tra d i t i o n a l
p ate nt pro te ct i o n . Drugs such as Al l e-
g ra ,L i p i to r,Lex a p ro,Ava n d i a ,and Va l t rex ,
for ex a m p l e, h ave pate nt pro te ct i o n
u ntil at least 2009, but multiple generi c
d rug companies alre a dy have filed
A N D As that include a ce rt i f i cat i o n
( o ften re fe rred to as a Pa ra g raph IV ce r-
t i f i cation) that the pate nts are either
i nvalid or not infringed by the generi c
p rod u ct.

Another mechanism for exte n d i n g
the prod u ct life cycle is the pe d i at ri c
six-month patent-term ex tension.
Under this prov i s i o n , in re t u rn for co n-
d u cting pe d i at ric clinical tri a l s, a pharma co m p a ny is
g ra nted a 180-day pate nt - te rm exte n s i o n . Re ce nt l y,
h oweve r, Co n g ress devalued this extension by pass-
ing the Best Ph a rm a ce u t i cals for Ch i l d re n’s Act. A pro-
vision in the act allows generic companies to ca rve
pe d i at ric indications out of their label and thus avo i d
the pate nt - te rm extension in most ca s e s.

An additional setback for pharma invo l ves anoth-
er ty pe of pate nt exte n s i o n . The goal of the 1984
Hatc h - Waxman Act was to bring generic drugs to
m a rket faster while rewa rding innovators for new
d ru g s. As a rewa rd for innovat i o n , Co n g ress gra nte d
p h a rm a ce u t i cal companies extended pate nt pro te c-
tion for a pharm a ce u t i cal prod u ct to make up for the
re g u l ato ry delay of FDA approva l . Es s e nt i a l l y, an inno-
vator can add one half of the clinica l - t rial pe ri od and
the full time the FDA rev i ews a co m p l e ted NDA to the
te rm of a pate nt.Two limitations to the extension are
t h at an extension pe ri od can be no longer than five
years and that a pate nt cannot be extended beyo n d
14 years from NDA approva l . This Hatc h - Wa x m a n
p ate nt - te rm extension is heavily relied upon by phar-
ma and ty p i cally results in two to five more years of
m a rket exc l u s i v i ty.

DEFINING TWO T E R M S :
A GENERIC LOOPHOLE 

Until re ce nt l y, most pharma companies be l i eve d,
pe rhaps naively so, t h at the Hatc h - Waxman pate nt -
te rm extension applied to any prod u ct co ntaining the
a ct i ve pharm a ce u t i cal ingre d i e nt (API) and cove red by
the pate nt.Th u s, if a pate nt cove red a fo rm of the API,
such as a particular salt, it was assumed that the pate nt
extension would also cover these diffe re nt fo rm s.

In December 2002, Dr. Reddy’s Laboratories
( Re d dy’s) successfully challenged this notion for the

d rug No rvasc in Fe d e ral Di s-
trict  court . Norvasc
(amlodipine besylate) is
m a rke ted by Pfizer for the
t re at m e nt of high blood
p re s s u re. No rva s c’s wo rl d-
wide sales are about $4 bil-
l i o n .Re d dy’s filed a 505(b)(2)
application, also called a
“p a per NDA,” to market a
d i f fe re nt salt of amlod i p i n e,
a m l odipine maleate. P f i ze r’s

p ate nt pro te cting amlodipine was set to ex p i re in
2 0 0 3 .The U.S.Pate nt and Tra d e m a rk Of f i ce approved a
p ate nt extension of 3.4 ye a r s. Th u s, P f i zer ex pe cte d
p ate nt pro te ction for No rvasc until 2006.

The No rvasc case came down to how two te rm s
in the Hatc h - Waxman Act — “p rod u ct” and “a ct i ve
i n g re d i e nt”— should be defined.The act specifies that
the extension applies to the pharm a ce u t i cal “p rod u ct”
and defines “p rod u ct” as the “a ct i ve ingre d i e nt of a
n ew drug … including any salt or ester of the act i ve
i n g re d i e nt … ”

Re d dy’s challenged Pfize r’s notion of what co n s t i-
t u ted “the act i ve ingre d i e nt of the prod u ct.”P f i zer co n-
tended that the “a ct i ve ingre d i e nt” of No rvasc wa s
a m l odipine and that any amlodipine prod u ct cove re d
by this pate nt should also be cove red under the
p ate nt exte n s i o n . P f i ze r’s extended pate nt bro a d l y
cove red any salt of amlod i p i n e, including amlod i p i n e
m a l e ate. Re d dy’s co ntended that “a ct i ve ingre d i e nt”
means the marke ted fo rm amlodipine be s y l ate.Th u s,
Re d dy’s co ntended that amlodipine maleate is not
cove red under the pate nt extension be cause it is nei-
ther the marke ted fo rm nor a salt or ester of the mar-
ke ted fo rm .The co u rt sided with Dr.Re d dy’s La b s, co n-
cluding that the te rm “a ct i ve ingre d i e nt” re fers to the
m a rke ted fo rm of a drug and thus, Dr. Re d dy’s
a m l odipine maleate drug was not cove red by the
p ate nt extension (see re l ated box on page 57). Th u s,
P f i zer cannot preve nt Dr. Re d dy from bringing the
m a l e ate salt to marke t.

RUBBING “S A LT”I N TO THE WO U N D

It’s not difficult to make the arg u m e nt that this ca s e
i nvo l ved gaming on the part of Dr.Re d dy’s La bo rato ri e s,
as the case came down to what is meant by thre e
wo rds in the stat u te. But in an ironic tw i s t, the generi c
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•AN ACTIVE PHARMAC E U T I CAL 
INGREDIENT (API) can exist in multiple 
c rystalline fo rm s, such as salts, s o l vate s,
coc rys t a l s, f ree fo rm ,and po l y m o rp h s.Th e
fo rm of a drug can affe ct chemical and
p hys i cal pro pe rties such as drug solubility,
b i o ava i l a b i l i ty, and stability.

•A SALT IS A FREE FORM i o n i cally 
bonded to an acid and base co u nter ion.

• A SOLVATE IS A COMPLEX BETW E E N
AN API and a solve nt wherein molecules
of the solve nt are inco rpo rated in the 
c rystal lat t i ce.The solve nt molecules may
be pre s e nt in either a sto i c h i o m e t ric or
n o n s to i c h i o m e t ric rat i o.

•A HYDRATE IS A SOLVAT E w h e re the 
liquid is wate r.

•A CO C RYS TAL IS A CRYS TAL co nt a i n i n g
an API hyd rog e n - bonded or bonded by
pi-pi stacking to a molecule that is a solid
at room te m pe rat u re.

•FREE FORM APIS INCLUDE FREE
AC I D S , f ree bases, and zwitte rions and are
not bound to a second substance.

•P O LYMORPHISM IS THE ABILITY OF A
CO M P O U N D to crys t a l l i ze in more than
one distinct crystal stru ct u re.A po l y m o rp h
i s an alte rn at i ve crystalline stru ct u re of a
p a rticular fo rm .Po l y m o rphs can exist fo r
s a l t s, s o l vate s, hyd rate s, f ree fo rm s,a n d
coc rys t a l s.

G LO S S A RY

PAUL BU RG E S S

Ph a rm a’s defense to
g e n e ric co m pe t i t i o n
is co n founded by an
i n c reasing limitat i o n

on the legal and
re g u l ato ry tools 

available to co u nte r
p ate nt at t a c k s.
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co m p a ny, Re d dy’s was not the first
to make this arg u m e nt. The first
p a rty to make this arg u m e nt was a
p h a rm a ce u t i cal co m p a ny, Gl a xo-
Sm i t h Kline (GSK). GSK succe s s f u l l y
a rgued in a previous pre ce d e nt -
setting ca s e,t h at “a ct i ve ingre d i e nt”
re fe rred to the marke ted fo rm , n o t
the act i ve moiety. It was this ca s e
t h at the co u rt relied on in deciding
Re d dy v.P f i ze r.One could there fo re make the arg u m e nt
t h at it was a pharma co m p a ny,not a generic co m p a ny,
t h at inadve rte ntly got the branded pharm a ce u t i ca l
i n d u s t ry into this situat i o n . P f i zer is curre ntly appe a l i n g
its case to the same Ap peals co u rt that decided the GSK
ca s e.

THE SOLU T I O N : A CRYS TALLINE 
FORM SCREEN

Most pharma companies are decrying the Re d dy’s
decision as the end of the Hatc h - Waxman pate nt -
te rm extension and co nt ra ry to Co n g re s s’i nte nt when
it cra fted this prov i s i o n . The question now is whether
a nything can be done to regain a meaningful pate nt -
te rm exte n s i o n .The real answer is ye s.The Hatc h - Wa x-
man pate nt - te rm extension can still provide mean-
ingful patent-term extension, but it requires
a f f i rm at i ve steps to be taken by pharm a .

The process of building a meaningful pate nt - te rm
extension begins with a co m p re h e n s i ve crys t a l l i n e
fo rm screen (see re l ated box on page 55). It is true that
if an innovator only files pate nt(s) cove ring a new
c h e m i cal ent i ty (NCE) bro a d l y, and the marke ted crys-
talline fo rm of the drug spe c i f i ca l l y, t h at a generic co m-
p a ny most likely will be able to market an alte rn at i ve
c rystalline fo rm during the pate nt - extension te rm ,
assuming the Re d dy’s decision is affirm e d. Th e re is
n o t h i n g,h oweve r, to stop an innovator from ident i f y i n g
the alte rn at i ve co m m e rcially viable specific crys t a l l i n e
fo rms of an API through a co m p re h e n s i ve scre e n , a n d
p ro te cting them with pate nt s. Although only a single
p ate nt can be selected for extension under the Hatc h -
Waxman Act, filing additional crystalline fo rm pate nt s
a fter the co re NCE pate nt will mean that the fo l l ow - o n
fo rm pate nts will still be in fo rce during the pate nt -

extension te rm .Even if the extension applies only to the
m a rke ted fo rm , as was held in the No rvasc co u rt deci-
s i o n , the additional crystalline fo rm pate nts ru n n i n g
co n c u rre ntly with the extension will provide the addi-
tional exc l u s i v i ty nece s s a ry to preve nt alte rn at i ve bio-
e q u i va l e nt fo rms from ente ring the marke t.

Importantly, the value of
additional crystalline form
p ate nts will not end in the eve nt
t h at the Re d dy’s decision is ove r-
t u rn e d. Th e re are seve ral situa-
tions where market exc l u s i v i ty
can be legitimately extended or
significantly strengthened by
c rystalline fo rms identified in a
co m p re h e n s i ve scre e n .

One cate g o ry invo l ves dru g s
t h at are not eligible for a pate nt -
te rm extension be cause the
p ate nt cove ring the drug has at

least 14 years of te rm remaining after market approva l .
Drugs in this cate g o ry include Ce l e b rex , Coz a a r,
Se reve nt,and Al l e g ra . For this cate g o ry of dru g s,a co m-
p re h e n s i ve fo rm screen can enable an innovator to
c ra ft a pate nt po rt folio that will function in a fashion
similar to the Hatc h - Waxman exte n s i o n .

Filing pate nts on all of the specific co m m e rc i a l l y
viable fo rms can function co l l e ct i vely as a co re pate nt
cove ring the API in any fo rm .For ex a m p l e, if hy po t h e t-
i ca l l y, a pate nt cove ring a new co m pound was filed in
2 0 0 0 , but it did not disclose the pre fe rred fo rm of the
d ru g, the pate nt pro te ction for this co m pound wo u l d
last until 2020.If an innovator filed fo rm pate nts be g i n-
ning in 2005 once proof of co n cept in humans has
been established, then all fo rms of the drug could be
cove red until 2025 (see re l ated box on page 57).By fil-
ing on all the specific co m m e rcially viable fo rms afte r
filing the NCE pate nt, m a rket exc l u s i v i ty will run unt i l
the first of the fo rm - s pecific pate nt ex p i re s.

TIMING IS EV E RYT H I N G

The timing of filing the fo rm pate nts is impo rt a nt.
Although there is some flex i b i l i ty, t h e re are limits.Th e
No rvasc pate nt po rt folio is an example where a non-
m a rke ted fo rm was filed too earl y. In this ca s e, t h e
a m l odipine maleate salt was disclosed in the co re NCE
p ate nt. This disclosure re s u l ted in pro te ction for the
m a l e ate salt ending at the same time as the NCE.Th u s,
P f i zer could not pro te ct the amlodipine maleate salt
for a length of time equal to its pro te ction of the
a m l odipine be s y l ate salt.

Co nve r s e l y, Pa x i l , m a rke ted by GSK, is an ex a m p l e
of a drug where the fo rm - s pecific pate nt may have
been filed too late. Paxil is the tradename for paroxe-
tine HCl . Sy nt h o n , a generic pharm a ce u t i cal co m p a ny,

filed a pate nt on paroxetine mesylate, an alte rn at i ve
salt fo rm , and re ce i ved marketing approval from the
F D A . In De ce m ber of 2003, Sy nthon and GSK ente re d
i nto a settlement that allows Sy nthon to enter the
m a rket with its mesylate salt prod u ct.

The take-home message is that the timing of
p ate nt te rms re q u i res alte rn at i ve fo rms to be filed afte r
the co re NCE pate nt, but be fo re a co m pe t i tor has an
o p po rt u n i ty to do the same scre e n .

THE LAST PATENT STA N D I N G

A co m p re h e n s i ve fo rm pate nt strate gy also is
e f fe ct i ve where the last pate nt to ex p i re covers the
m a rke ted fo rm of a drug only.This includes two simi-
lar but distinct situat i o n s.

The first situation is where the fo rm pate nt is the
one chosen for the pate nt - te rm exte n s i o n . Nex i u m ,
m a rke ted by As t ra Ze n e ca , is an example where a salt
p ate nt was chosen for the pate nt - te rm exte n s i o n .
When the pate nt cove ring a specific crystalline fo rm
of the marke ted drug is exte n d e d, then re g a rdless of
the outcome of the No rvasc litigat i o n ,the Hatc h - Wa x-
man pate nt extension will not preve nt others fro m
s e e king to launch a bioe q u i va l e nt prod u ct co nt a i n i n g
a diffe re nt fo rm of the same API. In this ca s e, if pate nt s
on additional fo rms we re filed after the pate nt on the
extended fo rm , t h ey would have run co n c u rre nt l y
with at least part of the exte n s i o n .

The second situation is where the fo rm pate nt is
not extended but is nonetheless the last pate nt to
ex p i re. In this ca s e,p ate nts on additional fo rm s, filed at
the same time or after the pate nt on the marke te d
f ro m ,will ex p i re no earlier than the pate nt on the mar-
ke ted fo rm .

A co m p re h e n s i ve crystalline fo rm screen is eve n
m o re impo rt a nt when an innovator wa nts to rely on a
s pecific po l y m o rph pate nt for market exc l u s i v i ty. An
example of a drug where the last co m position pate nt
to ex p i re covers only a specific po l y m o rph is Lipito r,
which is marke ted by Pfize r.Du ring the te rm when the
only pate nt in fo rce is a po l y m o rph pate nt, the thre at
of a co m pe t i tor marketing an alte rn at i ve po l y m o rph is
even gre ater than the thre at of alte rn at i ve salt fo rm .

The reason for this increased thre at is a re g u l ato ry
d i s t i n ction drawn by the FDA be tween diffe re nt po l y-
m o rphs of the same salt and fo rms of diffe re nt salts. I n
the case where a co m pe t i tor wa nts to market an alte r-
n at i ve salt of a dru g, the co m pe t i tor must file a NDA or
a 505(b)(2), be cause of the significa nt diffe re n ce
at t ri b u ted to diffe re nt salt fo rm s.

An ANDA, a lower re g u l ato ry hurd l e, is not ava i l-
able for diffe re nt salt fo rms of a dru g. Pe rhaps more
i m po rt a nt l y, d i f fe re nt salt fo rms of drugs filed under
505(b)2 are not auto m at i cally substitutable at the
p h a rm a cy, ( i . e. , not AB rate d ) . Co m pe t i tors must there-
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The question now is
whether any t h i n g

can be done to
regain a meaningf u l

p ate nt - te rm
exte n s i o n .The re a l

a n s wer is ye s.

D R . JOHN LU CA S
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fo re rely on their own marke t i n g
and salesfo rce to successfully mar-
ket their alte rn at i ve drug fo rm .

A co m pe t i tor wa nting to mar-
ket an alte rn at i ve po l y m o rph of a
m a rke ted drug on the other
h a n d, need only file an ANDA fo r
m a rket approva l . In addition to
the lower re g u l ato ry hurd l e,
d rugs approved under an ANDA
a re AB rate d, i . e, d i re ctly substi-
t u t a b l e. An ANDA holder can re l y
on the brand name co m p a ny’s
m a rketing and salesfo rce to pro-
m o te its dru g. Th ey can also re l y
on the fo rm u l a ries of healthca re
plans re q u i ring generic substitu-
tion where ava i l a b l e. To preve nt
A B - rated generic co m pe t i t i o n
be fo re the po l y m o rph pate nt on
the marke ted fo rm ex p i re s, t h e
i n n ovator must file pate nts on
a ny additional po l y m o rphs that
could be deve l o ped into an
ANDA approvable dru g.

The timing of filing depe n d s
on whether the polymorph
p ate nt will be selected for the
Hatc h - Waxman exte n s i o n . If the
po l y m o rph pate nt is not selecte d
for the exte n s i o n , the additional
po l y m o rphs can be filed at the
same time or later than the mar-
ke ted drug po l y m o rph pate nt. If
the po l y m o rph pate nt is exte n d-
ed, the additional polymorph
p ate nts must be filed after the
m a rke ted po l y m o rph pate nt so
the pate nts will run co n c u rre nt l y
d u ring at least part of the exte n-
s i o n .

WHEN TO CONDUCT A 
P O LYMORPH SCREEN?

The timing of a co m p re h e n s i ve fo rm screen is an
i m po rt a nt factor in taking full adva ntage of bo t h
i m p roving drug deve l o p m e nt and strengthening IP.A
co m p re h e n s i ve fo rm screen should take place either
be fo re clinical trials or early in clinical trials to maxi-
m i ze the benefit to drug deve l o p m e nt and re d u ce IP
ri s k .A low level of IP risk always ex i s t s,even at the time
of filing a co re NCE pate nt, be cause a third party pre-
viously could have indepe n d e ntly identified and filed
p ate nts on the same co m po u n d. The first significa nt
i n c rease in IP risk occurs 18 months after the initial

co re NCE pate nt is filed, when the pate nt applicat i o n
is published. At that po i nt, po te ntial co m pe t i to r s
could begin synthesizing and identifying diffe re nt
fo rms of the disclosed dru g.

For ex a m p l e,Teva Ph a rm a ce u t i cals filed on a pro-
cess of making ro s u va s t atin calcium in 2001.Ro s u va s-
t atin is the act i ve moiety of the As t ra Ze n e ca ant i-
c h o l e s te rol drug Cre s tor (ro s u va s t atin ca l c i u m ) .
Cre s tor was not launched anyw h e re be fo re 2002 and
was not approved by the FDA until 2003.

Teva Ph a rm a ce u t i cals thus filed on a process of
m a king ro s u va s t atin calcium well be fo re the dru g
was launched.

A higher level of risk occurs when the pate nt dis-

closes a kn own and pro f i t a b l e
mechanism of action (such as a
n ew statin drug) be cause a
g e n e ric co m pe t i tor will like l y
v i ew the drug ca n d i d ate as hav-
ing a lower risk than other dru g
ca n d i d ates at the same stage in
d eve l o p m e nt.

Another jump in IP risk oc c u r s
u pon the release of info rm at i o n
re l ating to a promising late - s t a g e
c l i n i cal tri a l , again be cause of the
l owe ring of co m m e rcial ri s k . Fo r
d rugs that are not at risk of earl y
third-party interest, a longer
patent protection can be
attained by waiting until later in
c l i n i cal trials to co n d u ct co m p re-
h e n s i ve fo rm studies.

The decision, therefore,
i nvo l ves a ri s k - benefit analys i s
and sound judgment. Wh at is
clear is that the days when a dru g
was presumed immune from
attack until it achieved co m m e r-
cial success are now ove r.

IN THE END

The adve nt of co m p re h e n s i ve
fo rm screening is both an offe n-
s i ve and defe n s i ve tool enabling
the pharma industry to addre s s
these new thre ats and oppo rt u n i-
t i e s. Such approaches provide the
o p po rt u n i ty to simultaneously
i m p rove drug deve l o p m e nt and
s t rengthen market exc l u s i v i ty, b u t
t h ey re q u i re pro a ct i ve and we l l -
co n s i d e red action on the part of
p h a rma co m p a n i e s.The choice of
whether to take adva ntage of this

o p po rt u n i ty is up to pharm a . If pharma companies do
not make the pro a ct i ve choice, t h ey can be sure that a
g e n e ric co m p a ny will.

We should ex pe ct a large increase in fo rm pate nt s
in the fo l l owing ye a r s. Wh at remains to be seen is
whether pharma or the generic drug industry will be n-
efit from them.

(The views and ideas from this article re p re s e nt
those of the authors.Th ey do not nece s s a rily re p re s e nt
the views or ideas of Tra n s Fo rm Ph a rm a ce u t i cals Inc. )!

Ph a rm a Vo i ce we l comes co m m e nts about this

a rt i c l e.E-mail us at fe e d b a c k @ p h a rm avo i ce. co m .

Legal Counsel: PATENT MANAG E M E N T

Hatc h - Waxman Exte n s i o n

Pate nt issued Ma rke t Pate nt Ex p i re d

All fo rm s

Be s y l ate

Ge n e ric ent ry
for all other
fo rm s

1 9 8 6 1 9 9 2 2 0 0 3 2 0 0 6

No Hatc h - Waxman 
extension past 14 ye a r s

Pate nt issued Ma rke t Pate nt Ex p i re s

O riginal API

In this ex a m p l e, the drug prod u ct had market sales of a pate nt - p ro te cted prod-
u ct for more than 14 ye a r s. Th u s, this drug was not eligible for a pate nt exte n-
s i o n . A fo rm screen cove ring salts, po l y m o rp h s, and co - c rystals would funct i o n
similar to the original API pate nt and provide pate nt cove rage until 2025.

14 ye a r s

Ge n e ric ent ry

Sa l t s

Po l y m o rp h s

Co - Crys t a l s

Ge n e ri c
e nt ry

2 0 0 5 2 0 2 0 2 0 2 5

2 0 0 0

P f i ze r’s original API pate nt was issued in 1986 and ex p i red in 2003. No rva s c
was approved by the FDA in 1992. P f i zer had 11 years of pate nt pro te cte d
m a rket prod u ct sales.The co u rt extended Pfize r’s pate nt only for the be s y l ate
salt until 2006. Th u s, all other salts we re available for generic drug ent ry
beginning in 2003.


