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—— CHAPTER 3

The Life Cycle of a
Pharmaceutical Brand

ary considerably

t life cycles Vi
oduct that is the

As we have seen, the characteristics of produc
between industries. Let us now concentrate on the class of pr
subject of this book, the pranded prascription pharmaceutical.

There are @ number of specific features of the pharmaceuﬁcal industry that

strongly influence product life cycles, at these are fully

and it is essential th
understood if one is going to e successful in designing lifecycle management
(LCM) strategies.

Four of the important special
influence LCM are the following:

Most drugs aré rather chei

features of the pha:maceut'\cal industry that

ap and easy 10 manu-

viers as far as manufacturing is concerned aré
of goods sold (COGS) of high-priced branded
drugs represents 2 relatively low percentage of sales. Dozens if not hun-
dreds of companies are perfectly capable of making exactly the same
drug as is contained in the ast majority of branded products. This i§
particulaxly true of small molecules and somewhat less true of large
biological molecules, _In most cases, however, a bran
company cannot rely on

same molecule, 0 the same quality stan

industry with high development COStS,
does not have to worry that dozens of ot

Dreamliner!

1. Drugs Are Easy to Make.
facture, so the entry bar
jow. Furthermore, the cost

Not only is it easy to copy 2 drug. but the capital investment D=
{oset up labs and manufacturing facilities capable of developing the o
product and then producing it in large quantities is not very Mg
innovator has to spen that a new molecule 155

ated DY S

d heavily to prove
and effective, but these have to be 1€pe

investments do not

‘Pharmaceutical Lifecycle Management: Making the Most of Each and Every Brand, First B

Tony Ellery and Neal Hansen.
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developers of copy

can rely on y products, as they are usi

aPpmvz);]_ jusie::rlr‘;zg to the datz of the l;:liglign:tlgrsfme molecule and

the body, that is, is lg)i?,i the copy product behaves ino gain regulatory

generic drugs industry, a.?;”“'e“" This is, of course, tglc same way in

bioequivalence in the ‘H as we shall see later, it v; e basis for the

the generics industry to ;t;:;‘:f,a.’:':;ﬂ ICgislatiOI’l in f;szhfhict)ncl;ept of
in the United States. at allowed

g

Patents Prevent Copy P
et Py rqducm Key to the v i
s it :ilr:ntil;sgy 1ls tl:xeref‘ore the abi]‘;l;rytZXIs;f b e
o et pﬂc:c usive rights to sell it. O}:ﬂ ki e
opa e m()lms lthat are high enough to recy o <l
detail later in the book ;& Ay paleovel: conisl
7 oy e m rom the point of time at whinlis n s
protection during which e expeth o 0 o
time no other company is allgg(;gttzo s
0 commer-

cialize
€ same molecule, and such a patent is vali I €O 1
s Al
th 1 I! d h patent lid in most countries of

[

Consumers Do N
. - ot Pay for Druj ’
zzdustry is very different from br: ar;g; Branding in the consume
g 5els 1o creats an' ing drugs. Cons r goods
which convinces them ‘tmage of the brand in the e ot
they would be willin bl much higher priceyf((:; (t)}fx sl
B o “value creatio f, to:pay if that image was abs: e product than
price higher than coulésll,?l?ly t}i)f\_llt, it convinces a coilnstt'lr;lnh b
manufacturin, wa J.us ed by the ¢ er to accept a
Becive, noni ;I:;:i gls'ti-lbutlon, and more th:: tzo?,fl; aw materials plus
t0altenative, cheaper comparison of the value of th s
created is in the brandproduct offerings. In some ca; € brand compared
individual products Asﬂame of the company, in ot:::’ the ad.de':d value
customers will pay high an example of branding at e
individual model de,sg 1 prices for a Mercedes-Benz the campany level,
consumers would no‘:ﬂpnons (CLK, G550, etc.) ar Spsetabile, g Ui
lei;anfle of branding af:g premium prices for a Deo?jf SecGondary e
e Lipton, Flor. e individual ge G550. A
o , Flora, O 3 product lev good
Unirr, b now Bk Vs, e Lieinag Thoy s o1 ade o
ed the Lipton by nsumers are awar. all made by
e :
2uld plunge as the s d name to “Smith Teas” fjn:hat? If Unilever
K j;ogg s decided to rebrc is in the individual brand n oo e ik
816_5 in the United Ign d its kids breakfast cereal Came. i ha
g ‘;ged States, Germa n‘;,gdogl. to bring the brand ?:;0 s 1 e
9 YOps bra , and Spai me in line wi
Wanted nd was restored after:- in, sales plummeted. In the e dw‘th
ere is m: ;)1[? brand back research suggested 92% of c: =
] e nsum-
industry fo, alue in a brand i
B il g name in th it
he simple reason that the ;Esrs:ncrxpn}c‘m pharma-
er, the end user




THE LIFE CYCLE OF A PHAHMACE\JTICAL BRAND

of the drug, is in many cases not the person making the buying decision.
Until comparatively recently, the physician made the buying decision; he
decided what to write on the prescription, and the pharmacist had to
dispense it as written. It is reasonable to sUppos® that physicians, with
their scientific education, made their choices based mainly upon the
extensive controlled scientific data gcnerated for the different drugs, as
well as upon their own experiences with the alternative therapies. Of
course their choices were influenced by advertising and detailing by

pharmaceutical sales forces, and by consumers exposed t0 direct-to-
consumer advertising requesting specific products, but the objective,
data-driven component of their choices was likely to be much more than
say,a housewife choosing between Omo and Persil,or & smoker choosing
between Marlboro and Camel cigareties. But the prescribing decision
was certainly not driven by price—indeed in most cases, the prescribing
physician did not even know what the price was! However, in recenl
years, in many countries, the individual physician is no longer the dec- I
sion maker. Medical insurances determine which drugs will be reim-
bursed and which will not, and this limits the physician’s choices; once
the patent on the drug has expire!

that we have already consi
to receive 2 generic rather t
not interested 1
product level. They are O
available—or the cheapest available version of the same drug—unless
there is solid, pumerical evidence
tional benefit t0 justify any price premium. In the case of generics, g
price premium of the original brand is huge and a bioequivalent Teqifes
sents a much better deal for the payer. Third-party payers are very
unresponsive 10 advertising, and there is effectively no emotional coms
ponent of their decisions-

In self-pay markets like India and South America, pharmaceutim!
branding is more effective, because the patient can decide whethst
pay the incrementally higher price for their prcferred brand, or ff
brand over the generic, and then the emotional factors come into P
just as they do with other categories of consumer goods. There is a MO
issue here, of course, paradosxically, the more expensive original d =
thus tend to retain a higher market share than the cheapel generics i
precisely those poor countries which can least afford it. This is COMPEE
sated for to some extent by the fact that the price differential OLSS
brand to the generics tends to be smaller in such countries- R

As we shall see later, one option for 2 brand which will s00% be TR
generic competition in countries where prescription drugs 8¢ &
for by insurers rather than the consumer may be 10 move the bfﬂ“‘
nonprescription, self-pay status (“over-the—coumer” {0TCl drugs):
again directly addressing the emotional preferences of the consumel
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all OTC switches are commercially successful, and of course, many cat-
v s, .
egories of drug cannot b i '
£ = g e obtained without a physician s prescripti
d ; prescription.
Nevertheless, there have been several exa llples of very pxoﬁtab]e OTC

LIFECYCLE CURVE OF PHARMACEUTICALS

switches, including Zantac®, Advil®, Claritin®, and Prilosec®.

use them.

Revelopment

E 1,

Introduction

Growth

Time

31 LIFECYCLE CURVE OF PHARMACEUTICALS

Maturity

4. Governments Set Prices and Su; ?
ik L ipport Generics. We hav i
i 1atcrt;: Fhr:vtn)gui chapter, alnd will be looking at if iil'nlrne\iii s
v redmportech “(1) . Suffice it to say here that in most dev%erlt:mer
el i) de;t a 4branded pharmaceutical company ycanoieg
otk - -l llylft i’re not determined solely by compctitis
R erets osie ,m y government policy. After patent expi .
B e, g any dlfffarem kinds of incentives for physi A
generics, pharmacists to dispense them, and pgtiy bi(t;lans
i ents to

d, the various government measures These, .‘he“ﬂ are four features of the br ;
Jered activate, and the patient is likely determine how the lifecycle curve will aps::,efof harmaceutical industry that
han the brand. The medical insurers are B vencs considerably from case to case, the iadp.ate.n t-protected drug. The
1 the brand name, at either the company or individual is used and the geography under consideration |;1 fisiskan for winch tho deag
nly interested in choosing the cheapest drug ‘(‘fa nis. The curve shown in Figure 3.1 is fairly ty gcx nlgfthc main two determi-
amily practitioner-prescribed) in the United étp ll a‘ or a mass-market drug

that an alternative brings enough addi- Wl‘f“[ ctust compare this with Figure 2.2, the C:rj: § o
. to see where the main differences are and wh(:; :d;zgictal: industrial

s them.

Decline

Lifecycle

: curve of

8 Cons ulting, a mass-market drug in the United States. Sourc:
Y e



)

irowth Phase

;r many other industrial products.

to move patients 10 2 new drug
vest cell phone obviously involves
m a therapy that is controlling the
ove to be bettel but which might

ill be

stifiably, the growth curve
hitherto untreatable or uncontrol-

-ug or for 2 new drug class where

rming well.

jrug, There are g limited pumber of

premarket their new DI
proval for

to get health quthority ap

the trials in the major target
re opinion leaders (“early adopters”)
s of the new brand even before it can
sction of the patient population to be
ponstrate efficacy and safety, and the
the trial all serve 10 position the new
,ers and payers. e Internet facilitates
t drugs that ar€ in development even
ch

also have a mu higher awareness of

~ase in the past.
e withdraw
or health quthorities
s be introduced initially t0
»f the new drug is increasingly only 1
h is often @ rather small subgroup of the
. yltimately use the drug. Only
n established,win health autho

the benefit

pulations where
Jess favorable. In

'. e the FDA the au
gation Strategy (REMS) fro

ars for

ies
ely slow initial gro¥
m

1g to the relativ
in place of sma

ing developed

later, once
rities allow

may b€ less
the United

n manufact®®
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| Often these drugs tar CYCLE CURVE OF PHARMACEUTICALS 43
successively over the lgi?ef n;ultlple smaller indications, whi
example. Initially launchod the drug. Novartis’s Gle e’ which are introduced
2001, by 2006 Gleeve wa (o treat chronic. myeloid leukemia (CML) in
portfolio of other orpha s also approved for the t eukemia (CML) in
Fhey Gtk St globnl indications. All were sm llreatment of a whole
included in this book as o eG;eevec > i’ S sl I?SSSSbgF added together
ics developed to treat auto‘o our case histories. As anoth illion. Gleevec is
patients, where clinical tri immune diseases may be t er example, biolog-
rials are cheaper and faster fSted first in psoriasis
o complete than, f
, for

example, in the bi
g archritis, gger and potentially more profitable indicati
ication of rheuma-

3.1.2 Lack of a True Maturity Phase

With many dr
ugs there i

sales., e (1’5 often no true Maturity Phase
sets in. The reason for thigl'(_’w right up to the moment ‘;VEO real plateauing of
Growth Phase when this i: ‘I‘S tl’}at .branded drugs are fre en a sudden decline
challenge to the patent or f‘rtlﬁclallyn st shomtiby patequently still in their
subsequent appearance of at-ns'k” b b oxuey’ nt expiry, successful
Increasingly, it is not €Ven(; multiple low-priced genlg companies, and the
fo trigger the start of the DCCe§sary that the patent on tlf iy _the market
drc;lgs N A SOOe:clme Phase. Because of the ?nbrlaf‘d itself expires
a drug class, generi . n as the basic the multitude of me-

s, c pre : patent ex e-too
o This relatively ngw ;Sltgﬁ ErERErien anatihe Pafe:flizc? E s ﬁm brand in
Wltl‘{ the statins in German Omel'lo_n of therapeutic substit r:':lnds in that class
panies of developing late e);;ta nd it is starting to reduce tli Ution Wos Sl spom

-entry “me-too” com e attraction t
pounds. s

3.1, ipi
3 Precipitous Decline Phase

The loss of sales as
has been likent:; tI())ef(;lllll'le Phase is entered is precipitous i
- ‘i efi n the special situatiolng off a cliff. At patent es ous in many markets
i later), cheap gen n of expiry of 180-day exclpu"y' e f R ECtied
;i Bt copiry e rten Hod i miarkdt s usivity, which we shall
Pyalty, and because gover(i'xw’ bec.a use third-party Pays:l SZ e
R dckly lost. D x t st et et kot
Tigin atolztist(l)ikmftCh the gel;erilcs; ;?;szlable strategy for the t%rzrrl:zlnccj g
s € . , as : m
tinue 1o se]) tg’ttl:’esstg with the high pricen_l?;rgl:‘f are so low. Insteadl,)iﬁz
?l;lc drugs, all, non-price-sensitive “lag;:;r:lr}j, to increase it—and
itec StsaE:leess gecﬁne rates are s” who are suspicious
, Euro generally stee d 3
p and getting steeper in the

‘. : 1. b p
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42 THE LIFE CYCLE OF A PHAHMACEUTICAL BRAND
31.1 Slow Rate of Growth during the Growth Phase

Growth tends to be slower for drugs than for many other industrial products.
Why should this be?

Physicians are understandably reluctant to move patients to a new drug
until it has proven its worth. Buying the newest cell phone obviously involves
a lower risk than moving 2 sick patient from 2 therapy that is controlling the
disease to one that might or might not prove to be better, but which might
have side effects. Understandably and justifiably, the growth curve will be
steeper in the case of a new therapy for a hitherto untreatable or uncontrol-
lable disease and slower for a me-too drug or for a new drug class where
established drug classes are already performing well.

Added to this, drug companies are severely limited regarding how much
they can promote a new drug until it has been approved, so the kind of pre-
marketing that is performed with a new Hollywood film or a new model of
automobile is not possible with a new drug. There are a limited number of
ways that brand companics can legally premarket their new brands. For
example, large clinical trials are necessary to get health authority approval for
a new drug, and selecting clinical centers for the trials in the major target
markets, and utilizing physicians who are opinion leaders (“early adopters”)
in these markets, will increase awareness of the new brand even before it can
be sold and promoted. And careful selection of the patient population t0 be
treated, the parameters chosen to demonstrate efficacy and safety, and the
comparator drugs selected for use in the trial all serve to position the new
drug in the minds of its future prescribers and payers. The Internet facilitates
the rapid spread of information about drugs that are in development even
before approval, so that patients will also have a much higher awareness of
new drug introductions than was the case in the past.

Lately, and especially following the withdrawal of Vioxx®, the Food and
Drug Administration (FDA) and other health authorities have become much
more cautious about letting new drugs be introduced initially t0 broad popula-
tions. This means that the rollout of the new drug is increasingly only in
patients with special need of it, which is often a rather small subgroup of the
broader patient population that may ultimately use the drug. Only later, once
an extensive safety database has been established, will health authorities allow
the drug to be used in broader populations where the benefit ma§ be less
pronounced and the risk-benefit ratio therefore less favorable. In the United
States, the FDA Amendments Act of 2007 gave the FDA the authority 10
require a Risk Evaluation and Mitigation Strategy (REMS) from manufactur-
ers to ensure that the benefits of a drug or biological product outweigh its
risks. These REMS programs can vary in their severity from simple medication
guides and communication strategies to full monitoring and registry systems
to ensure appropriate use.

An additional factor contributing to the relatively slow initial growth is that
more and more biologics are being developed in place of small molecules.
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the original b .

. I'and lf unh .

ity of patients % appy with the

i . are in no ; _Performance .

3.2.1 Government Policy previous level for a week ?)arnger if their blood pres ::ri‘;hfz generic. The major-

As we have seen earlier, some governments are more aggressive about pro- surgeon will be very reluctazot. ‘?t the other end of the s;Se c‘ileVated above its

0 switch a renal ¥ rum, a transpl
patient to a ansplant
generic. If the

moting generics than others, and this fact Jeads to different rates of generic generic were not to perform as well
well as the brand
, then the pati
patlent mlght s
tart

substitution after patent expiry. The United States remains to this day the most to reject the transplanted o

aggressive generic market, with generics often taking 95% of volume share the case in the past with e rgan and become seriously ill. Thi

within the first 12 months. One remark is necessary regarding any observed peutic indices and the risk pllepsy drugs, where comey - This has also been
generic erosion figures for the United States, which are often an average of rates low. However, when of losing seizure control k;ns over narrow thera-
two very different situations. In the Uhited States, it is possible for one generic antiepileptic drugs, such as %Bner’l C competition launchp(tj generic penetration
company to get 180 days co-exclusivity with the originator following patent & issues are not so apparent CB’s Keppra® where theei against newer new
expiry. This generic company maintains a high price, $O that sales erosion of that even in traditionally “p penetration was still swift ow therapeutic index
the brand is much slower. We will be looking at the whole issue of 180-day protected” and deep,
exclusivities later in the book. Where this effect is not present, generic erosion 3.2.3 Size of Brand
an in any other major market. For example,

in the United States is faster th
ntifungal treatment Lamisil® in the United States were All other things being equal, the 1
) arger the brand, th
, the more generic co: .
mpanies

sales of Novartis’s & )
eroded by 93% within 6 months of patent expiry and the entry of generics in ?re.:ﬂ;elly to enter the market at pat
@ . i 1mi e . ate . ;
ics upon patent SXPr ow which no generic is lli)kelgttgxgxﬁ v:]llllat is the lower brand sal
r the market? As €5
?Asc

July 2007, following the simultaneous launch of 14 gener _
Outside the United States, generic erosion rates can vary significantly heats up n the generic industr
Furopean markets, such as Germany, the competition. According to analy’ almost any brand is going t ompetition
ysis presented in DatamOngt 0 attract generic
itor’s PharmaVi
itae

between countries. In Northern &
h, with i xplorer, there is vi
gh, with speciic re is virtually no brand sales threshold b
elow which ‘L
genericiza-

32 FACTORS AFFECTING RATE OF CONVERSION TO

o hiohliehti
arkets, payer pressure will w:x%l‘:;:fgltllgnhg

United Kingdom, and Scandinavia, generic erosion rates are hi 2 .
and generic prescribing and dispensing tion is unlikely to happen; however, th
3 er, there is a defini
nite trend for b
rands valued

policies such as pharmacist substitution
targets all used aggressively to drive generic uptake. In these markets, erosion i: O‘I’(?T US$100 million sales to be
nths can be expected, with some arking study, Datamonitor highﬁlg(;:t?ecslertfrely eroded. In a separate bench
at in German cencn-
A after 2 years
of

rates of greater than 50% /
drugs seeing much greater erosion. BY contras';; 1in manyfﬂc:fsthg Sm(xitlllfrln N | %;élglr;)% Cnf;ifﬁipetition, brands that generated
es are much lower, Wi pain and Italy on per quart ed sales of
e e than 20% after 12-18 months " 26 generic mangfaCt:rrell-Dsef)ore peienl expiry exp:}?iﬁﬁfé’ i
n average while br competitio:
ands that gener :
ated less

European markets, generic erosion rat
often seeing generic erosion rates of than USS
. 1 13
¢ branded companies (Datamom(t)or:ﬂ‘lslg}n faced competition from onl
, “Generic benchmarkin nly four generic manufacturer
s

these markets, reference pricing policies that often see th
reducing their prices 10 stay within 2 reimbursement bracket lead t0 cost M
savings without extensive generic penetration. In general, individual country March 2009, DMHC2496) g: Brand erosion
dynamics play 2 huge part in the impact of patent expiry and the speed and ) at patent expiry,”
depth of generic erosion—the classic pharmaceutical life cycle with its precipi- - 824 Hospital
tous patent cliff is true of the United States but hides the reality of a stronget versus Nonhospital Drug Usag
e

afterlife in the rest of the world.

‘Whethe
I a dl'ug is u g
N sed .
Pc_t of generic Compe?lt-a hosplt‘al or retail market .
TiC competition can b:;on’ bl}t in two contrasting wcan also influence the
ers tend to be hOSpitalmr:Lre intensive for a h °Spital?;s' (()jn the one hand
, armacists choosi and, as the decisi 7
utic market d namics also ance an . Hence, in " sing what to st ol
Y "€ and Spain, whe traditionally brand-loyal n?aﬁ;? ther than
s such as

3.2.2 Disease ‘ GlVidual physicians

In addition to national market factors, therape
i eneric penetration.'Ihere are disease states whefs generic erosion re individual physician pref:
) erence for bra i
nds will limi
1t

arolein determining likely g k.

physicians have Jittle hesitation in switching patients from the brand onto = W Of the first gen hospital generics can succeed ;
generic, because the perceived sisk of doing s0 is 1oW and the resuls of Ospitals are al:nc players cut teeth. On t}fe » and indeed this is where
switch are easy to monitor. A good example would be hypert.ension. p . e&'»0 the price diff::d}’_heavily discounted a: fiip side, many brands sold
cian can monitor the patient’s blood pressure after the switch and yetulis T, Creating Jess ofentlal between the generic fa(rl t l?f bulk procurement

an incentive t nd the brand wi

0 use the generi will often be
c. The net res
ult would
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her overall erosion in the hospital space at least in

seem to be a slightly hig
terms of value.

her Barriers to Entry
easy 10 manufacture, and

Active Substance and Ot
the investment needed

e already stated that drugs are usually rather
w-how nor the size of

ufacturing kno
uct is likely to deter 2 generic competitor. Occasionally,

to create @ copy prod

there are exceptions to this rule, with Wyeth’s Premarin®, extracted from
mare’s urine, a classic older example. Fundamentally, such barriers 10 entry
will either come from an ability to source the raw material of to successfully
formulate the drug without infringing on pa in in place. This
latter topic will be discussed later in the boo f the
drug industry’s goal of maximizing exclusivity where i
harmaceutical industry had hoped that the greater ¢
levels of investment necessary to create the genericof a biological would mean
fewer generics on the market and thus less sales erosion, and to a certain
extent this is true; also, regulatory hurdles are higher for “biogenerics” or
“follow-on biologics,” and we will look at the special aspects of LCM of bio-

logics later in the book.
One misunderstanding, howev
generics companies do not like b

the barriers to entry companies can
market generic players,

be true for some mass
for most of the main generics companies. The:

3.25

We hav
that neither man

omplexity and higher

eared up is the belief that
ducts, and that by raising
etitors. While this may
the opposite is actually the case
se companies actively seek out

barrier-to-entry products for the very same reasons that brand companies try
to raise barriers—to limit the generic competition they will face. For @ generics
company, being the only generic on the market, or at least one of only two 0T

and market share, a8

three players can be the ticket tO much higher profits
price competition will not be as aggressive.

er, that must be ¢l
arrier-to-entry pro
deter generic comp

FA PHARMACEUTICAL BRAND

finish off this chapter
s when designing the

e closely at all 0
in detail in subsequent chap-
it call 8%

3.3 THE LIFE CYCLE O

of what we have sO far written,let us
of the issues W€ will need to addres
ccific brand. We will be looking mor
all of these questions
g advice on how to create what we Wi
o the interdependence and timing of

will be considered. It goes without sayl

ecific portfolio of
articular brand. There is 00 jdeal LM

y brand.

Bearing in mind all
by looking at sOme
lifecycle plan for a sp
these LCM strategies and
ters, and we will be offerin
integrated LCM strategy, wher
strategies from cradle to grave
each brand will benefit most from a Sp
lored to optimize the life cycle of that p
plan template that can be used blindly for ever
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Developmen

t Phase. Diff

research and devel erent companies define

Of “early developn?elj:?’?nt o different ways, often vtvl;fh bor(.ier. between
will assume that the D or “translational medicine” li :bl’ldglng prerod
positive results are obt ?Velopment Phase starts at 1:11111 ing the two. We
clinical study which hasasllrlled in a proof-of-concept (chl;om't Sl
specific molecular own that the new 0C) trial, a small

t o 3 mole : ;

state. For moleculesa:-}%et or thgt it is efficacious i?l: is agtlve against a
eases, the selection of t;t are aimed at targets comm particular disease
PoC trials should alreade l,ndICatjon or indications toog to different dis-
stage they should be in ths; llr:cmde LCM COIISiderationse 1lncluded in the
should determine the ackground, and scientific an’da < wigh . this
the PoC trial, the comPOPUIaFIOn to be studied. Based clinical aspects
considering LCM aspgc;ny will generally decide its leac(i) W eenys of
target multiple indicati s with new drugs which hav, -indication, and
taken regarding indi ions will help ensure that th e the potential to
tant LICM areas of & lfatlon sequencing, which is on : r;ght decisions are
managers must answi :rm tall. So what are the questio::s ttlllle most impor-
tantly, what is the level af this early stage of the life cycl ?}t we as LCM
ectile? Do We ‘Want t6 s}? reS}C;urces we are willing tOCYC e? Very impor-

a development are the risk—and 1 invest in the mol-

; partner? Will ater the reve .
tions and im ill we already be i nie revenue—Dby takin,

s proved " y be investin, . g

mdlcation/formulationformulatlons during develo gILn o iz

we have got a first a » or do we want to manageri-' ;nt of t.he initial
though this means thp;;:rtcllval before investing more i;ft by waiting until
not generate revenue e subsequent indications and(i" - brand, even
remember that the fir l{lltl! la.ter in the life cycle? Hornlulatlons will
sarily be the first inds't indication to enter developr.n i i
demand clinical trials (l:;atlon to reach market, as difE;nt will not neces-
tions will be influenced bveryhdlfferent lengths. bur ans:: ent indications
in our developm d by what other dru, ers to the ques-
en i gs we h
Part. G of thiz bootkplgzgne’ and we will be 10013;; ?x?t the market and
isé’gntc_:fe; patients usj;lg bio:"n‘zr‘senl;ify potential respongetrhz:n:lispeCt -
n . ers? Bi nonre-
patients : iomark c
parallel developmteh;torfnlght show side effect:rssh::fl‘g also help us to

:g I;larket fastin a ﬁmit;icio‘:?anion diagnostic? Would vizebthl;nek e

e able to add ndication, or inve . € best to get

; res i iy st more
:Vll)lat clinical trials wsiﬂab?::rdpztlem population rigtlllrtnirin ’ r;: ‘e
Temium price? eded to get appro m the start?

3 ? val ¢
v&;ﬂl have to be dru“;h;lt COmPar.ators shoulé) we uszn,d markef access at
:lso have to be drugs that we think our molecule ca: ‘g our trials? They
coe gold standard Igf Wi a;are widely used in our ta;l eat, but they will

nvenience, it may be ee ave other advantages, for get markets, ideally

nough to match the Safet;, ! i’;ﬁample regarding
cacy of the gold

i Staﬂdard B
y - But this is unlikel
y to be sufficient if
the gold standard i
d is going

generic g
oon after
our launch because the price differential
ial will be too
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big to be bridged by merely claiming better convenience. And where
s? Probably we will want to select

should we conduct the clinical trial
reness of the new

centers in our major target markets, to ensure that awa
ch. Choosing top opinion leaders to run

brand is high even pefore laun
the trials may ,but less sO if their centers are overcrowde
with other tria! patient recruitment and thus our
jaunch. It may then be better to 100k for early adopters who will cham-
pion our product as they strive to build their reputations. ‘What clinical
end points should we select? They need t0 be adequate 10 gain approval,
but not sO stringent that the probability of success 18 significantly reduced.
What data will be nee ing? And
that reimbursement is granted? And that the drug is listed in formular-
jes? Are we sure that our lead indication will not make it more difficult
roved, or negatively impact the price

to get subsequent indications app
indications? One of the additional patient popula-

for those subsequent ¥
tions we should be considering now are children, as quite apart from
benefits of testing drugs in this

incremental sales, there are exclusivity
¢ looked at the option of seeking an

often neglected population. Have W
be of advantage if our molecule has

orphan indication, which could also
a limited patent lite as we could obtain orphan drug exclusivity in the

main markets? Have we adequately protected the exclusivity of our
molecule otherwise? How strong is our primary patent? How broadly
have we been able to patent potentially related products from the same

drug classes, and especially modifications of our own molecule, to prevent
competitors coming to market with me-too products? What is the situa-
iti to protect the

e formulation,

ded to ensure that we get premium pricin:

tion regarding prior art?
molecule more strongly, or $€cO
9 Is our remaining patent

the use, the manufacturing process, and so on
life so short that out exclusivity will be dependent on regulatory or mar
keting exclusivities? If yes, do our indication and formulation strategies,
ncing, fully leverage this protection‘? We certainly do not
first indication is smal

and their seque

want to trigger these exclusivities 100 early if our

and commercially unattractive and the bigger indications will only followW

years later. As the results from our Phase 1Ib and 111 clinical trials start

to appear, aré they what we expected, and do they meet the requirements

we set out in advance 1o enable the project 10 continue as planned? What

s our strategy for publishing the results of the clinical trials, and do theseé
es for additional patents, Of point the way

results open any opportunit
to new indications that we did not yet consider? Have W€

and dosage regimen right, and if not, did our clinical design enable us¥@
adapt the trials to adjust for any changes without having to g0 back af

start all over again? How will we position Our new brand? What is 0%
pricing and reimbursement strategy? Have We initiated the custome:
relationship management (CRM) and disease management Pr ogra®®
that will ensure maximum uptake of our brand as soon as itis appfo"ef
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Introduction Phase. S
el . S0, we have just passed th
L B %I iztltglr:j (a)lfproval for the first foremflrls:t;mc’ﬂe e g
Fhat il i e market. If we have not start I:im ek i
indicasions ot oo ough to persuade us to start ine . d(f ki
price, el ‘:::1 formulations, especially if ::Stling i
e g e ‘,’ .for.mulary listing. If we ar Vil e g
e wiee Ry ery limited resources, or if w e 10W_-riSk ik
Growth Phase, to se<:s]1Of = brand, we might re&f: o dub'lous e
j o et ,wm ; ow high sales climb. Onf ther B et
e gc ISS;ate enough revenue to piy fgn P aidhio
recover our investment by b i A timer thiose b o
et o in line e‘:xtensions before th Wll! oo
pe st ug10u§, d.ld we wait too lon te e
bt Gt s (())_ e kicking ourselves at thisg ot & o
e ot b invest earlier in the specifi s popl
als in all the major markets. Fi?ilv # sk ik
! e are a European or

U.S. compan,
y, we probably ¢
have held back with Japaz (?:zrlfi?l :Oth of those continents, but we m

t) : 'y ay

Growth Phase. Great! Wi
o L s 'We have.got a success on
ey Sl ﬁi/a:’véll be climbing faster, anc;) ltl;ehanqS! o e
ekl 1>hasenough to start some of our I).I,(VZVI:/III rea'Ch o
S e U (z.v In that case, we will already h PTOJCCt§ s
et e ma, ael: will hopefully have more 3;1 ok 'Wlde o
formulation which willyf ready'be W A ol a new l.ndication
s i e urther c.hfferentiate our produ itk Aok
i e now beltlg developed. Perha; o
poe indications, werk e competitors are stuck with t g tlave et
t oy c:j most valuable to us when t;Vlce-dally o
Sifevent pationt p Z ::1I 1tferent physician specialt el st
e fonop:: athn. .If a different route o};:: o t(') ; S
: Qroprietary phiim -gn tndwation,or the combin t'admlmsuation vith
l;;xllfiing a robust sal?sr b:sv;cvilyalj ot thenavs:gl::gﬁlt:e Erug T
Xpires. As e s pen
e ;c::leijlcclﬁnoe grows in the )1,1se to]i?etlllce)‘,StdWhen’ e pa);ent
goqd i ot tllllg the range of available dosa e i
I(J:atlent i cl))ther h?nd, if side effects hge S s
. y be advisable to provide a 12::'; %peared : ey
osage strength.

ga lOW-do
Create an OTC vors formulation
C version may also be a
o ; good move i
f our brand. In indications whe?: :flvt‘fe want to
ultiple drugs

con}binations m ghly constant dosin :
B o e i
ment hierarchy, At t gomphance, or even move ’0 = it could improve
e s;consider ation shOuldeg ery least, as we watch thertf.roduct up the
me class which are e given to possible foll g
expected to show efficacy an?i‘;g: 5 ;nolebcules in
afety benefits;
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1

and the new molecule different enough from the
ate a new, patented product which will

tent expires, while still leveraging the

self-pay market
s. Compani
enough ahead ma panies that are good
y ha at LCM
on the market which o‘geiecondary patent-protect::i1 ihave thought far
enough real benefit over ge:W .formulations
erics of the old

if the benefits are real,
current one, this strategy could cre

replace the earlier one when its pa
franchise that the company has built within this drug class and physician
and patient population. Investigator-initiated trials may be boosting off- formulation to get a signifi
label sales in nonapproved indications. the hurdle for doing t}%isl isc aI;; share of prescriptions of th
L generic : already hi ol e d
Maturity Phase: Sales may be ﬂatt.cnmg off now—or at least the grQWth mulati o;(;r:ti?:ge; are becoming vgr;l fflflic :‘ef:l’i: it is getting hig;l;%: ?;dt
rate decreasing—as new cor;:pe;mors e];ner ;ixe rlnirllcet. Bbut tlt:e far bxggir sal i losttes g‘e: those cases (the majority) ;;1 designing around for.
th of many bran is likely tobe the & roach- ; erics aff : ere '
. e o just be managed for profit ;irafggary pRIEL B tg:eo;tr:rfc(l) ur'llirand
' I Spmete will ety el Back The
cut right back (th
e

risk to the continuing grow
laggards will conti
nt
inue to use the brand anyway), the
» the number of produ
ct

tioned earlier, many brands
variants wi
ill be pared to reduce manufacturi
in

f the primary patent. As men

ing expiry ©

never even experience 2 Maturity Phase, and the patent expiry hits them

while sales are still growing strongly. Too often, the few years—Or even ! may be moved

the few months—before patent expiry is the time that some companies (perhaps even to a low-cost country or ¢ g costs, and manufacturi

first start 10 think about late-stage tifecycle management (LLCM), and strategy—the to one of the generic c00ntra'cted out to a third parl:g

how they can maintain brand exclusivity for. lc?nger or retain more mgxket e Bennde i ff;Xra::ﬁeogposite of allowing ZII:EEEOTS). Another possiblZ
, a so-called licensed generic SOI;One =

- e local

usivity is lost. Very often,

share after excl
ay be able t0 rescue at LCM
4 (e.g., new formulations) may persist in 1
In large, self-
2 pay markets,

into practicevbefore patent expiry. Some drugs m
least part of their sales from the impending plunge by moving to non- * “whiere develonm
prescription, OTC status. It is nOW that brand companies, sometimes in ally central RI;( Dem costs and local regulatory h
desperation, start implementing {ast-minute strategies to try t0 delay A support of the brand will ;y urdles are low, but gener-
generic entry to the market for as long as ossible. The European Sector et it on tSl»lses, the brand sales drop to e cut almost to zero, Finall
Inquiry called these strategies the «goolbox” that branded companies use B witkedrawsi fre market is bigger than th a level where the bother o);
shortly before exclusivity is lost in an attempt tO save their doomed Bihich can mak om 'th.e market, or sold o l?pmﬁts. The brand mav n
brand franchise. We will be looking at all of these strategies later— e a living by selling min or bcensed to a smaller con}; e
including raising purity and bioequivalence standards, submitting citizen In following a typical b 1 brands. pany
petitions and white papers, trying to cut deals with the generic compa- 4p LCM measures a Iar}d through its life cycle in thi
nies, authorized generics, spurious litigation,and much more. The purpose the individual m eaSui‘;‘;rgalggb to lifecycle phase Bll?t :illls way, we have divided
: d ! : : s
lly not to win against the generic ?iiéample,' anew indication ma c baPPhed at different stage:‘,"dent t.hat many of
1, Or it ma; y be developed concurrently \lif'littt}llehllfe cycle. For
the first indica-

of the branded drug company is usua
threat, as this is in mos
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at what goals
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Decline Phase. Despite all of our efforts, the bad thing has finally happeﬂ 1. Faste
Exclusivity has been lost, and generics arc flooding the market. In ™ 5 2 st r market introduction
cases, there is little point cutting the brand price to try to chase the 28 3.5 Ceper growth curve
have leaner St ¥ Shorter time t0 peak sales

Hi
Bher peak sales
HBer exclusivity

ics down into the basement, as the generic companies
tures and lower profit margins, and can always g0 still lower. eV
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gher brand mar :
ket share after loss of exclusivity
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£1.CM on the lifecycle curve. Source. Ellery Pharma Consulting,
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| Approval for subindication + increase sharé versus other | 3 ental measures:
. Increase market share competitors ntich > Indication ex i !
« Increase sales gquivalent formulation to @ o ' D pansion and seqgu H
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For example, 2 sophisticat

may lead to higher peak sales, and if securely patented, it

sales decline and a higher market share after patent expiry. i

4 Yet another way of classifying LCM strategies is that used by Datamo™
as shown in Figure 3.3. Datamonitor divides LCM strategies accordi®
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the largest pharmaceutical

1. The next four chapters

e LCM efforts, particularly in

strongly influenc
markets, the United
will focus on these facto

States and the European Unio
rs, which are:

1. The Generic Approval Process (Chapter 4)
lation and Its Effects on

2. Hatch-Waxman Legis
3. U.S. Health-Care Reform 2010 (Chapter 6)
quiry (Chapter 7)

LCM (Chapter 5)

4. Buropean Sector In
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