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developers of copy products, as they are using the same molecule and 
can rely on referring to the data of the originator to gain regulatory 
approval, just as long as the copy product behaves in the same way in 
the body, that is, is bioequivalent. This is, of course, the basis for the 
generic drugs industry, and as we shall see later, it was the concept of 
bioequivalence in the Hatch-Waxman legislation in 1984 that allowed 
the generics industry to take off in the United States. 

2. Patents Prevent Copy Products. Key to the very existence of the branded 
pharmaceutical industry is therefore the ability to patent a new molecule 
and thus obtain the exclusive rights to sell it. Only so can the brand 
company demand prices that are high enough to recover the high costs 
of developing the molecule. We will be looking at patents in considerable 
detail later in the book. From the point of time at which a new molecule 
is first discovered, the innovator company can expect about 20 years of 
protection during which time no other company is allowed to commer­
cialize the same molecule, and such a patent is valid in most countries of 
the world. 

~ Consumers Do Not Pay for Drugs. Branding in the consumer goods 
industry is very different from branding drugs. Consumer-goods advertis­
ing seeks to create an image of the brand in the eyes of the consumers 
which convinces them to pay a much higher price for the product than 
they would be willing to pay if that image was absent. This concept is 
called "value creation"; simply put, it convinces a consumer to accept a 
price higher than could be justified by the costs of raw materials plus 
manufacturing and distribution, and more than could be justified by an 
objective, nonemotional comparison of the value of the brand compared 
to alternative, cheaper product offerings. In some cases, the added value 
created is in the brand name of the company, in other cases, it is in the 
individual products. As an example of branding at the company level, 
customers will pay high prices for a Mercedes-Benz automobile, and the 
individual model descriptions (CLK, G550, etc.) are of secondary value; 
consumers would not pay premium prices for a Dodge G550. A good 
example of branding at the individual product level would be products 
like Lipton, Flora, Omo, Vaseline, and Lifebuoy. They are a)l made by 
Unilever, but how many consumers are aware of that? If Unilever 
changed the Lipton brand name to "Smith Teas" tomorrow, their sales 
~ould P,lung~ as the value is in the individual brand name. Indeed, when 
~llogg s decided to rebrand its kids breakfast cereal Coco Pops to Choco 
th:sses in the United Kingdom, to bring the brand name in line with 
Coc ~Ited States, Germany, and Spain, sales plummeted. In the end, the 
en ° ops brand was restored after research suggested 92% of consum-

wanted the old brand back. 

ee!:e. 
18 

much less value in a brand name in the prescription pharma­
Industry for the simple reason that the consumer, the end user 
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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 suppose that physicians, with 
their scientific education, made their choices based mainly upon the 
extensive controlled scientific data generated 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 to 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 a smoker choosin . 
between Marlboro and Camel cigarettes. But the prescribing decisioq 
was certainly not driven by price-indeed in most cases, the prescribin£ 
physician did not even know what the price was! However, in recenl 
years, in many countries, the individual physician is no longer the dl:Q. 
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 expired, the various government measures 
that we have already considered activate, and the patient is likely 
to receive a generic rather than the brand. The medical insurers are 
not interested in the brand name, at either the company or individual 
product level. They are only interested in choosing the cheapest drug 
available-or the cheapest available version of the same drug-unless 
there is solid, numerical evidence that an alternative brings enough addi­
tional benefit to justify any price premium. In the case of generics, Ur. 
price premium of the original brand is huge and a bioequivalent r r£­

sents a much better deal for the payer. Third-party payers are ' 
unresponsive to advertising, and there is effectively no emotional 

ponent of their decisions. In self-pay markets like India and South America, pharmaceutical 
branding is more effective, because the patient can decide wheth 
pay the incrementally higher price for their preferred brand, or fnr 
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 mor 
issue here, of course, as paradoxically, the more expensive original 
thus tend to retain a higher market share than the cheaper · 
precisely those poor countries which can least afford it. This 
sated for to some extent by the fact that the price differential of 
brand to the generics tends to be smaller in such countries. 

As we shall see later, one option for a brand which will soon 
generic competition in countries where prescription drugs 
for by insurers rather than the consumer may be to move the 
nonprescription, self-pay status ("over-the-counter" [OTC} drugs). 
again directly addressing the emotional preferences of the consumer 
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all ~TC switches are commercial! succ egones of drug cannot be obtain:d wi essful, and of course, many cat-
Nevertheless, there have been s al thout a physician's prescription 
switches, including Zantac® A;~~~ ~xa~nples of very profitable OTC 

4. Governments Set Prices a d'S ' lant~n®, and Prilosec®. 
ered this in the previous c~apt~~po~ G_enencs. V.:e have already consid­
depth later in the book Suffi '~nt wrll be lookmg at it in much greater 

k 
. · cer tosayher th . 

mar ets, the pnces that a b d d e at m most developed 
for a patented new drug a:eann;t /e~:m.aceutical company can ask 
and by market fo~ces, but by governme~me~ solely by competition 
governm~nts provrde many different ki d po~rcy. A~ter patent expiry, 
to prescrrbe generics, pharmacist ~ s of mcentrves for physicians 
use them. s to drspense them, and patients to 
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These, then, are fo~r features of the branded h . . 
determme how the hfecycle curve "ll P arrnaceutrcal mdustry that 
curve varies considerably from caswrt appear for a patent-protected drug Th 
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Often these drugs target multiple smaller indications, which are introduced 
successively over the life of the drug. Novartis's Gleevec® would be a good 
example. Initially launched to treat chronic myeloid leukemia (CML) in 
2001, by 2006 Gleevec was also approved for the treatment of a whole 
portfolio of other orphan indications. All were small, but added together 
they meant annual global Gleevec sales of over US$3 billion. Gleevec is 
included in this book as one of our case histories. As another example, biolog­
ics developed to treat autoimmune diseases may be tested first in psoriasis 
patients, where clinical trials are cheaper and faster to complete than, for 
example, in the bigger and potentially more profitable indication of rheuma­
toid arthritis. 

3.1.2 Lack of a True Maturity Phase 

With many drugs there is often no true Maturity Phase, no real plateauing of 
sales, as sales continue to grow right up to the moment when a sudden decline 
sets in. The reason for this is that branded drugs are frequently still in their 
Growth Phase when this is "artificially" cut short by patent expiry, successful 
challenge to the patent or "at-risk" launch by generic companies, and the 
subsequent appearance of multiple low-priced generics on the market. 
Increasingly, it is not even necessary that the patent on the brand itself expires 
to trigger the start of the Decline Phase. Because of the multitude of me-too 
drugs on the market, as soon as the basic patent expires on the first brand in 
a drug class, generic pressure is exerted on all the patented brands in that class 
too. This relatively new phenomenon of therapeutic substitution was first seen 
with the statins in Germany, and it is starting to reduce the attraction to com­
panies of developing late-entry "me-too" compounds. 

3.1 .3 Precipitous Decline Phase 

The loss of sales as the Decline Phase is entered is precipitous in many markets 
and has been likened to falling off a cliff. At patent expiry (or in the United 
States in the special situation of expiry of 180-day exclusivity, which we shall 
consider later), cheap generics flood the market. Because the ent~y barriers 
after patent expiry are low, because third-party payers do not have brand 
loyalty, and because government incentives promote the use of generics, brand 
sales are quickly lost. Usually, it is not a viable strategy for the brand company 
to. a~tempt to match the generic prices, as margins are so low. Instead, the 
ong~~ator is likely to stay with the high price-or even try to increase it-and 
:ntmue. to sell to the small, non-price-sensitive "laggards" who are suspicious 

genenc drugs. 

Un~~~~ sales decline rates are generally steep and getting steeper in the 
lesed 

1
t.ates, Europe, and Japan, different factors do determine the rate of 

ec me. 
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3.1.1 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 a sick patient from a 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 companies 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 to 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 to 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 may 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 to 
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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3.2 FACTORS AFFECTING RATE OF CONVERSION TO GENERICS 

3.2.1 Government Policy 
As we have seen earlier. some govenunents are more aggressive about pro· 
rooting generics than others, and this fact leads to different rates of generic 
substitution after patent expiry. The United States remains to this day the most 
aggressive generic market. with generics often taking 95% of volume share 
within the first 12 months. One remark is necessary regarding any observed 
generic erosion figures for the United States. wbich are often an average of 
two very different situations. In the United States. it is possible for one generic 
company to get 180 days co-exclusivity with the originator following patent 
expiry. This generic company maintains a bigh price. so that sales erosion of 
the brand is much slower. We will be looking at the whole issue of 180-day 
exclusivities later in the book. Where tbis effect is not present. generic erosion 
in the United States is faster than in any other major market. For example, 
sales of Novartis's antifungal treatment Lamisil® in the United States were 
eroded by 93% within 6 months of patent expiry and the entry of generics in 
July 2007. following the sitnultaneous launch of 14 generics upon patent expiry 

Outside the United States. generic erosion rates can vary signilicantly 
between countries. In Northern European markets. such as oennany. the 
United Kingdom. and scandinavia. generic erosion rates are bigh. with specific 
policies such as pharmacist substitution and generic prescribing and dispensing 
targets all used aggressively to drive generic uptake. In these markets. erosion 
rates of greater than SO% after 12-18 months can be expected. with some 
drugs seeing much greater erosion. By contrast. in many of the Southern 
European markets. generic erosion rates are much lower. with Spain and Italy 
often seeing generic erosion rates of less than 20% after 12-18 months. In 
these markets. reference pricing policies that often see the branded companies 
reducing their prices to stay within a reimbursement bracket lead to cost 
savings without exteosive generic penetration. In general. individual countrJ 
dynamics play a huge part in the itnpact of patent expiry and the speed and 
depth of generic erosion-the classic pharJill!CCuticallife cycle with its precipi· 
to us patent clilf is trne of the United States but bides the reality of a stronger 

afterlife in the rest of the world. 

3.2.2 Disease 
In addition to national market factors, therapeutic market dynamics alSO plaY 
a role in determining likely generic penetration. There are disease states where 
physicians have little hesitation in switching patients from the brand onto the 
generic, because the perceived risk of doing so is low and the results of tM 
switch are easy to monitor. A good example would be hyperteosion. The phY"' 
clan can monitor the patient's blood pressure after the switch and return" 
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seem to be a slightly higher overall erosion in the hospital spaoo. at least in 

terms of value. 

3.2.5 Active Substance and Other Barriers to Entry 

We have already stated that drugs are usually rather easy to manufacture, and 
that neither manufacturing know-how nor the size of the investment needed 
to create a copy product is likely to deter a generic competitor. Occasionally, 
there are exceptions to this rule, with Wyeth's Premarin®, extracted from 
mare's urine, a classic older example. Fundamentally, such barriers to entry 
will either come !rom an ability to source the raw material or to successfullY 
formulate the drug without infringing on patents that remain in place. This 
latter topic will be discUSsed later in the book and forms a key tenet of the 
drug industry's goal of maximizing exclusivity where possible. The branded 
pharmaceutical industry bad hoped that the greater complexity and higher 
levels of investment necessary to create the generic of 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, however, that must be cleared up is the belief that 
generics companies do not like barrier-to-entry products, and that by raising 
the barriers to entry companies can deter generic competitors. While this may 
be true for some mass market generic players, the opposite is actually the case 
for most of the main generics companies. These companies actively seek out 
barrier-to-entry products for the very same reasons that brand companies try 
to raise barriers---to li.lnit the generic competition they will face. For a generics 
company, being the only generic on the market, or at least one of only two or 
three players can be the ticket to much higher profits and market share, as 

price competition will not be as aggressive. 

3.3 THE LIFE CYCLE OF A PHARMACEUTICAL BRAND 

Bearing in mind all of what we have so far written, let us finish off this chaplet 
by looking at some of the iss= we will need to address when designing the 
lifecycle plan for a specific brand. We will be looking more closely at all of 
these LCM strategies and all of these questions in detail in subsequent chaP· 
tors. and we will be offering advice on how to create what we will call an 
integrated LCM strategy, where the interdependence and timing of life<Yde 
strategies from cradle to grave will be considered. It goes without saying th~

1 

each brand will benefit most !rom a specific portfolio of LCM measures t•· 
lored to optitnize the life cycle of that particular brand. There is no ideal J.OA 
plan template that can be used blindly for every brand. 
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big to be bridged by merely claiming better convenience. And where 
should we conduct the clinical trials? Probably we will want to select 
centers in our major target markets, to ensure that awareness of the new 
brand is high even before launch. Choosing top opinion leaders to run 
the trials may be attractive, but less so if their centers are overcrowded 
with other trials which could delay our patient recruitment and thus our 
launch. It may then be better to look for early adopters who will cham-
pion our product as they strive to build their reputations. What clinical 
end pointa should we select? '!bey need to be adequate to gain approval, 
but not so stringent that the probability of success is sigalticantly reduced. 
What data will be needed to ensure that we get premium pricing? And 
that reimbursement is granted? And that the drug is listed in formular-
ies? AI< we sure that our lead indication will not make it more difficult 
to get subsequent indications approved, or negatively impact the price 
for those subsequent indications? One of the additional patient popula­
tions we should be considering now are children, as quite apart from 
incremental sales, there are exclusivity benefits of testing drugs in this 
often neglected population. Have we looked at the option of seeking an 
orphan indication, which could also be of advantage if our molecule has 
a limited patent life 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
tion regarding prior art? Do we need additional patents to protect the 
molecule more strongly, or secondary patents around the formulation, 
the use, the manufacturing process, and so on? Is our remaining patent 
life so short that our exclusivity will be dependent on regulatory or mar­
keting exclusivities? If yes. do our indication and formulation strategiei\ 
and their sequencing, fully leverage this protection? We certainly do not 
want to trigger these exclusivities too early if our first indication is sroall 
and commercially unattractive and the bigger indications will only follow 
years later. As the results from our Phase lib and ffi clinical trials start 
to appear, are they what we expected, and do they meet the requiremen~ 
we set out in advance to enable the project to continue as planned? What 
is our strategy for publishing the results of the clinical trials, and do these 
results open any opportunities for additional patents. or point the waY 
to new indications that we did not yet consider? Have we got the dosage 
and dosage regimen right, and if not, did our clinical design enable us to 
adapt the trials to adjust for any changes without having to go back and 
start all over again? How will we position our new brand? What is our 
pricing and reimbursement strategy? Have we initiated the custon>et 
relationship management (CRM) and &sease management programs 
that will ensUT< maximum uptake of our brand as soon as it is appto.ed

1 
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if the benefits are real, and the new molecule different enough from the 
current one, this strategy could create a new, patented product which will 
replace the earlier one when its patent expires. while still leveraging the 
franchise that the company has built within this drug class and physician 
and patient population. Investigator-initiated trials may be boosting off-

label sales in nonapproved indications. 
Maturity Phase. Sales may be flattening off now-or at least the growth 

rate decreasing-as new competitors enter the market. But the far bigger 
risk to the continuing growth of many brands is likely to be the approach-
ing expirY of the prim"'Y patent. A> mentioned earlier, manY brands 
never even experience a Maturity Phase, and the patent expiry hits them 
while sales are still growing strongly. Too often, the few years-or even 
the few months-before patent expiry is the time that some companies 
first start to think about late-stage lifecycle management (LLCM), and 
how they con maintaiD brand exclusivity for longer or retain more market 
share after exclusivity is lost. Very often, this is too late to put these ideas 
into practice before patent expiry. Some drugs may be able to rescue at 
least part of their sales from the impending plunge by moving to non­
prescription, OTC status. It iB now that brand companies. sometimes in 
desperation, start implementing last-minute strategies to try to delay 
generic entry to the market for as long as possible. The European Sector 
Inquiry called these strategies the "toolbox" that branded companies use 
shortly before exclusivity is lost in an attempt to save their doomed 
brand franchise. We will be looking at all of these strategies later­
including raising purity and bioequivalence standards, submitting citizen 
petitions and white papers, trying to cut deals with the generic compa­
nies, authorized generics, spurious litigation, and much more. The purpose 
of the branded drug company is usually not to win against the generic 
threat, as this is in most cases not a realistic option, but to lose later and 
preforablY against less generic competitors! Just before patent expiry 
brand sales may be at their highest ever and profits almost certainly are, 
as marketing support will have largely been withdrawn in favor of newer 
brands in the product portfolio. For a brand selling for US$2 billion per 
year. with a margin of as much"' 75% at tbiB late stage, it is a shnple 
calculation to see that every additional day of exclusivity is worth more 

than US$4 million profit\ 
Declin£ Phase Despite all of our efforts. the bad thing has fina\ly haPPened 

Exclusivity has been lost, and generies are fiooding the market. In m•• -~there is little point cutting the brand price to try to chase the geoor· 
ies down into the basement, as the generic companies have leaner •";;ro 
tures and lower profit margins, and can always go still lower. We 
pwbablY maintain the premium prire of our brand and concentrate 

0

.~ 
efforts on the laggards. Sales may bold up rather well in countri~'"' 
less sopbiBticated ways of forcing generic substitution, and esp""~IJ 
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enough ahead ~ay h;'ames that are good at LCM 
on the market whic ve secondary patent- rot and have thought far 
formulation to get : ~ffe_r enough real ben~fit ~cted new formulations 
the hurdle for doing s;:~n~cant share of prescrip~~r generics of the old 
generic companies are ~s IS a_Iready high, and it i~ons o! the drug. But 
mulation patents. In tho ecommg very efficient at d g.ett~ng higher, and 
~ales are lost to genericsse f~es ~the majority) wher:signmg around for­
JUSt be managed for a er pnmary patent e . most of our brand 
laggards will contin profit. Marketing support ~prry, the brand will now 
variants will be par:; tto use the brand anyway) ~:e cut right back {the 
may be moved to a lo; reduce manufacturing c~st e number of product 
(perhaps even to one -~os~ country or contracteds, and manufacturing 
strategy-the exact o o .t e generic competitor )out to a third party 
the brand-is for the 6Josite of allowing a third s~ Another possible 
more of the generic co and company to manufact p ty to manufacture 
LCM (e.g., new formu~p~nies, a so-called licens:~e prod_uct for one or 
where development atiOns) may persist in I genenc. Some local 
ally central R&D costs and local regulatory h ~lge, self-pay markets 
" time progre"'.;ug;ort of the brand will be C: "' "'e low. but gener: 
keeping it on the ~ar~ ~r~nd. sales drop to a leve~lm~st to zero. Finally, 
be mthdrawn from the:,,. btgger than the profits ;;. ere the bother of 
which can make a li . :ket, or sold or licensed ~ e brand may now 

vmg y selling minor bra d o a smaller company 

In followin . n s. 
u L g a typical brand thro . 
p . CM measures accord" ?gh Its life cycle in th. 

the mdividual measures mgb to hfecycle phase. But it ~s wa_y, we have divided 

~i~~m~le; a new indicatio~~ay\?~liedl at different sta~~=;~d~:t l~~at many of 
' r It may be dev 1 eve oped concur . IJ.e cycle. For 

~";;'t _sal" in the mid":n';;~~ ~uring the Introduc~~~tl.;', ~th the fu8t indica· 
unty Phase when . e life cycle or it rowth Phases to 

someform of drug d I; m assoc!ation with ~ n may be developed in th '"~ goneri"' once ,';,~v;r deVIce, it may be ab~:t~~~:e. of administration 
0~ 

the nother way of classif ~ary patent expire. am more market sh"'e 
y are mtended . ymg LCM measures 

seven possibilities:to achieve in the life cycle. R::lddbte bto look at what goals e o rand sal 
1 F es. there "'e 

. aster mark t . 
2. Ste e Introduction 

eper gr 3 Sh owth curve 
. orter time t 

4. High o peak sales 
5 Lo er peak sales 
. nger excl .. 

6. Slow USIVIty 
7 Hi er sales declin . gher brand e after exclusivity loss 

market sh are after loss of exclusivity. 
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FIGURE 3.2. Effects o 
f LCM on the lifecycle curve. 
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. source-. 
and preparative. 
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~~UL ~ 
Datam.onitor. I . important to note 

ofLCM. tts 
different purposes needs. 

3 2 shows these and not profit. f these different hiS 

~~~:: 3·.2 only ~~ ~~:ure could~~ ::~~e~ a higher~: ~:to:.. 
Again, a spec~ophisticated new f?rmu ~;ly patented, it ~ay lea 

For example, ~ k sales, and tf secu atent exptry. ...... •. t<>rnv·· 
may lead to htgher p~a her market share after ~ s is that used by 
sales decline and a ~f classifying LCM s:a~~~~e LCM strategies 

Yet another '!'ay 3 3 Datamonitor tVl 
as shown in Ftgure . . 
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whether they are "expansive," "defensive," or "preparative," reflecting the 
primary goals of the tactic or strategy in question. 

For this book, we have decided to categorize LCM measures according to 
the functional department in the company that is likely to have the lead 
responsibility for a particular measure. This has the advantage in a long book 
of this kind that it enables functional specialists to concentrate on "their" 
chapters, while at the same time seeing how their efforts can contribute to the 
overall LCM program for a brand. 

It is important to understand that this structure of the book is not intended 
to support the view that LCM is a decentralized process that should take place 
within the individual functions. Nothing could be further from the truth! An 
effective LCM program requires the highly cross-functional collaboration of 
a whole range of functional experts, as we shall see later when we discuss 
organizational aspects of LCM. 

We will be looking at a whole range of potential LCM measures in the fol­
lowing chapters. This will include 

• Legal/regulatory measures: 
o Patents 

o Regulatory exclusivities 
o Litigation and settlements 

• Developmental measures: 
o Indication expansion and sequencing 
o Dosage strengths and regimens 
o Reformulation and combinations 
o Delivery devices 

o New route of administration 
o Biomarkers/diagnostics 
o Raising technical hurdles for generics 
o White papers and citizen petitions 
o Next-generation products 

• Commercial measures: 

Geographical expansion and optimization 
OTC switching 

Brand loyalty and service programs 
Strategic pricing 

Generic strategies (in-house, licensed, or authorized) 
Divestiture/product withdrawal 

~~~~~fore we start looking at all of these measures individually, it is essential 
e reader fully understands four important environmental factors that 
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strongly influence LCM efforts, particularly in the largest pharmaceutical 
markets, the United States and the European Union. The next [our chapters 

will focus on these factors, which are: 

1. The Generic Approval Process (Chapter 4) 
2. Hatch-Waxman Legislation and Its Effects on LCM (Chapter 5) 

3. U.S. Health-Care Reform 2010 (Chapter 6) 

4. European Sector Inquiry (Chapter 7) 

-- PARTB 

LIFECYCLE M REGULATORYA:~gEMENT 
ENVIRONMENT LEGAL 




