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Ma rke te r s, m a n u f a ct u re r s, health plans, and other 

s t a keholders who will play a ce nt ral role in the 

Me d i ca re Mod e rn i z ation Act (MMA)
a re gearing up for implement at i o n . And while there is widespre a d

s u p po rt for a change that will improve cove rage 

to millions of seniors and disabled 

p at i e nt s, t h e re also is an 

understanding 

t h at the road 

ahead will be

a nything 

but smoo t h .

MMAA Whole New Ma rke t
Me d i ca re Pa rt D T
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he stage is set, and the final ru l e s
a re in place for what The Centers

for Medicare & Medicaid Services (CMS)
has called the most significant impro v e-
ment to senior healthcare in nearly 40
years. The Medicare Prescription Dru g ,
I m p rovement and Modernization Act
(MMA), which was signed into law by
P resident George W. Bush Dec. 8,

2003, provides seniors and people with dis-
abilities with enhanced drug coverage and
health-plan choices.

In announcing the final regulations for the
M e d i c a re Drug Benefit and the Medicare
Advantage Program, CMS Administrator
Mark McClellan, M.D., Ph.D., said the act
p rovided “unprecedented opportunities to
bring more personalized, high-quality, mod-
e rn healthcare to Medicare ’s millions of bene-
f i c i a r i e s . ”

The pharmaceutical industry has expre s s e d
b road support for the MMA. Industry leaders
f rom the Pharmaceutical Research and Manu-
f a c t u rers of America (PhRMA), say they, “...
s t rongly support strict nondiscrimination
against sicker beneficiaries, patients having
access to the medicines they need, and aff o rd-
able prescription drug coverage.”

Of particular relevance from the point of
view of pharmaceutical manufacturers is the
M e d i c a re Prescription Drug benefit, re f e rre d
to as Part D.

“The coverage that Part D provides to
seniors and disabled patients is a tre m e n d o u s
o p p o rtunity to be able to provide pre s c r i p t i o n
d rugs in a much better managed enviro n m e n t ;
patients will have pretty good coverage for
d rugs,” says G. Lawrence Atkins, Ph.D.,
senior director of public policy and re i m b u r s e-
ment at Schering-Plough Corp.

The challenges of implementing the
MMA, however, are not lost on the industry.

“This is a brand new program with a lot
going on all at once,” Dr. Atkins says. “We ’ re
experimenting with private stand-alone dru g
coverage with seniors buying voluntary dru g
benefits. We ’ re creating new org a n i z a t i o n s .
Seniors are going to have to learn a whole lot
about how to pick and choose between the
d i ff e rent benefits. It’s a challenge to make all
of this work.”

THE ACT IN SHORT
The MMA has two key provisions: a new

p rescription drug benefit and enhanced health
plan choices in Medicare Advantage. 

Section 101 of the MMA amended Ti t l e
XVIII of the Social Security Act by establish-

ing a new Part D: the Vo l u n t a ry Pre s c r i p t i o n
D rug Benefit Program. This is effective start-
ing Jan. 1, 2006.

CMS has said the new Part D benefit con-
stitutes perhaps the most significant change to
the Medicare program since its inception in
1 9 6 5 .

“ P a rt D means that access to medicine is
going to be dramatically improved in this
c o u n t ry for millions of people when the dru g
benefit becomes fully operational next Jan-
u a ry,” says Jeff Trewhitt, spokesman for
PhRMA. “This will help abate some of the
i n d u s t ry ’s frustrations in recent years in term s
of helping people who are having diff i c u l t y
getting the medicines they need. And for us,
t h a t ’s the principle benefit.”

A c c o rding to CMS, in addition to the stan-
d a rd drug benefit with protection against high
out-of-pocket costs, available to all beneficia-
ries with a 75% premium subsidy from Medi-
c a re, the MMA and the final regulations pro-
vide many approaches for beneficiaries to get
even more comprehensive coverage for their
p rescription drug needs. Low-income seniors
and people with a disability who have limited
means — about one-third of all people with
M e d i c a re — will have access to compre h e n s i v e
coverage, with no or limited premiums and
deductibles and low or nominal cost sharing.
(For more information, see box on this page.) 

Coverage for the new prescription dru g
benefit will, in general, be provided thro u g h
private prescription drug plans (PDPs) that
o ffer drug-only coverage or through Medicare
Advantage (MA), formerly known as Medi-
c a re+Choice plans, which offer integrated pre-
scription care coverage (MA-PD plans). 

“This will have a huge impact on the way
seniors and disabled patients purchase pre-
scription drugs,” Dr. Atkins says. “About
o n e - t h i rd of the beneficiaries will be covere d
with an almost-complete prescription cover-
age plan, paying no premiums with no
doughnut holes and limited copayments.
T h a t ’s a very large population that will have
fairly substantial drug coverage. Then the
c a t a s t rophic cap is significant as well because
no patient will experience, in any year, more
than $3,600 in out-of-pocket expenses,
except for small copayments after he or she
reaches the $3,600 threshold. That re a s s u r-
ance and security for seniors and their families
is pretty substantial. And, in some very
involved drug regimens seniors have, in are a s
such as oncology, that $3,600 cap on expens-
es can kick in fairly quickly. ”

While the plans have been given flexibili-
ty in designing their benefit packages, CMS

will have oversight of the program and will
monitor quality. The MMA mandated that
the Medicare Payment Advisory Commission
( M e d PAC) examine the extent to which cost-

How the MMA Wo r k s

C
CMS ESTIMATES THAT ALMOST 11 MILLION 

BENEFICIARIES WITH LIMITED MEANS WILL

RECEIVE SUBSTANTIAL ADDITIONAL HELP FRO M

M E D I CA R E. IN ADDITION TO THE 75% SUBSIDY

FOR THE STANDARD PA RT D BENEFIT PROV I D E D

TO ALL PA RT D ENRO L L E E S , LOW - I N COME BENEFI-

CIARIES WILL RECEIVE ADDITIONAL PREMIUM

AND COST-SHARING SUBSIDIES AVERAGING

ALMOST $2,300 PER PERSON IN 2006.

About 6 . 3 m i l l i o n l ow - i n come be n e f i c i a ries who are

f u l l - benefit dually eligible for both Me d i ca re and Me d-

i caid will have no premium or deductible and co p ays

of as little as $ 1or $ 3 per pre s c ri p t i o n . For these be n e-

f i c i a ri e s, the Me d i ca re benefit will pay, on ave ra g e,

9 8 % of their drug co s t s.

About 3 m i l l i o n Me d i ca re be n e f i c i a ries who are not

f u l l - benefit dual-eligible be n e f i c i a ri e s, but whose

i n comes are less than 1 3 5 % of the fe d e ral pove rty

l evel (in 2004, $ 1 2 , 5 6 9 for an individual and $ 1 6 , 8 6 2

for a couple) and with limited assets, will also pay only

a few dollars per pre s c ri p t i o n .Me d i ca re will cove r 9 6 %

of their drug costs on ave ra g e.

For about 1.6 million be n e f i c i a ries with incomes less

than 1 5 0 % of the fe d e ral pove rty level and assets up

to $ 1 0 , 0 0 0 (or $ 2 0 , 0 0 0 if married) in 2006, the Me d i-

ca re benefit will provide 1 5 % co p ays with a sliding-

s cale pre m i u m ,cove ring on ave ra g e 8 5 % of their dru g

co s t s.

The new co m p re h e n s i ve drug benefit also is ex pe cte d

to at t ra ct more than 1 million be n e f i c i a ries with limit-

ed means who have been eligible but have not prev i-

ously enrolled in Me d i caid benefits (including Qu a l i-

fied Me d i ca re Be n e f i c i a ry and Specified Low - i n co m e

Me d i ca re Be n e f i c i a ry benefits — QMB and SLMB)

be cause of the high value of the drug benefit and

Me d i ca re’s unpre ce d e nted outreach act i v i t i e s.

So u rce :De p a rt m e nt of Health & Human Se rv i ce s,Ce nters for Me d i ca re
& Me d i caid Se rv i ce s,Wa s h i n g to n , D. C .
For more info rm at i o n , visit medica re. g ov.

T
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P a rt D stakeholders — MCOs and PBMs, as
well as the Medicare beneficiaries and their
physicians — must be considered, as these dif-
f e rent viewpoints may also have implications
for a company’s pro d u c t s .

“ F rom the point of view of the MCO or
PBM, there ’s a distinction between a Medi-
c a re Advantage prescription drug plan and a
stand-alone prescription drug plan,” Mr. Bar-
nett notes. “They each have diff e rent perspec-
tives and priorities. Because Medicare Advan-
tage plans are going to be responsible for the
medical and pharmacy benefit, they will be
m o re interested in overall patient outcomes
and the value that pharmaceuticals can pro-
v i d e . ”

Stand-alone prescription drug plans, on
the other hand, only manage the pharm a c y
side and will likely be less receptive to an out-
comes message or the opportunity to off s e t
medical costs by proactively using pharm a-
c e u t i c a l s .

“These plans are going to be more focused
on managing utilization and expenditures of
p h a rmaceutical products,” he says. 

Beyond the MCOs and PBMs, companies
must wrap their arms around what the needs
of the various beneficiaries will be and then
how to target those patient populations.

“Brand managers need to do quite a bit of
work to segment the Medicare population,

MEDICARE Part D

sharing re q u i rements under
MA plans affect access to ser-
vices covered by Medicare or
result in risk selection of
e n rollees. 

“ M e d PAC has published a
number of re p o rts urging that
quality be monitored,” says
Jean Paul Gagnon, Ph.D.,
d i rector of public policy for
sanofi-aventis. “Unlike
employers, CMS will use dif-
f e rent levers to control the program to ensure
the government receives value. For example,
t h e re are perf o rmance reviews; quality mea-
s u res and surveys of the beneficiaries; use of
the United States Pharmacopeia (USP) model
guidelines to evaluate the formularies for
adverse selection; mandatory medication tre a t-
ment management programs; transpare n c y
a round rebates, discounts, and prices; and sys-
tematic reviews of evidence-based medicine.” 

THE NEED FOR A NEW 
MARKETING MODEL

As precarious as navigating the MMA will
be for all parties, industry insiders believe it
o ffers a huge opportunity to ensure that
seniors’ health needs are managed more eff i-
ciently and for the pharmaceutical companies
to demonstrate value to patients and physi-
cians. 

The challenges for companies will be how
best to communicate why their pro d u c t s
should be on a plan’s Part D form u l a ry and to
c reate awareness among the Medicare popula-
tion and their physicians about the pro d u c t s
and their benefits, industry experts say.

“This places a premium on creating and
maintaining appropriate relationships with
patient-advocacy and clinical groups,” says

William A. Sarraille, partner at Sidley,
Austin, Brown & Wood LLP. “It means
investing in govern m e n t - relations pro g r a m s
and creating an awareness of the benefits of
the products and the importance of the pro d-
ucts with Congress and CMS. It may mean
d i rect-to-consumer advertising campaigns
a round drugs that are most critical to a par-
ticular manufacturer to help inform patients
about the importance of looking for those
d rugs and the standing of those drugs on a
f o rm u l a ry when they make their Part D plan
s e l e c t i o n s . ”

A c c o rding to Dr. Atkins, this is an oppor-
tunity for companies to develop a marketing
e n v i ronment that’s more focused on good out-
comes, on good perf o rmance, and on demon-
strating value with medical evidence. 

“These changes will have an impact on
how we approach some of our therapeutic
a reas,” he says.

Brand managers and product directors will
have to shift their strategies significantly, says
Kevin Barnett, senior VP at Campbell
Alliance. 

“They need to have an understanding of
M e d i c a re Part D in order to focus on the spe-
cific implications for their brands because the
impact on their business will vary by brand
and therapeutic area,” he says.

The diff e rent perspectives of the various

CO M PANIES ARE ANALYZING HOW MUCH UTILIZATION W I L L
INCREASE VERSUS W H AT DISCO U N TS THE PDPS WILL WA N T
TO RECEIVE. Th e re’s a trade off to getting that ext ra vo l u m e
f rom the 43 million Me d i ca re re c i p i e nts who are now
cove red by the be n e f i t.

Dr. Jean Paul Ga g n o n
s a n o f i - ave nt i s

In the future, for those pri vate payers that choo s e
to part i c i p ate in Pa rt D, T H EY’RE SUDDENLY
GOING TO BE SITTING ON MANY MORE 
COVERED LIVES AND A BIGGER PIECE OF 
BUSINESS THAN T H EY WERE BEFORE, which is
going to enhance their negotiating power 
a c ross both market segment s.

John Mc De rm o t t
Cova n ce
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including by low-income level, dual-eligibility
status, region, or historical source of pre s c r i p-
tion drug coverage,” Mr. Barnett says. “They
also should know the incidence and pre v a l e n c e
of their pro d u c t ’s related disease state in the
M e d i c a re population, how the disease state is
managed, and how treatment might change, if
at all, under Part D. They will likely re q u i re a
good bit of primary and/or secondary re s e a rc h
to truly understand the Medicare population
and be able to segment the population appro-
priately and understand seniors’ needs and pri-
orities, as well as gaps in the marketplace.”

The levers that CMS has to control the pro-
gram will, Dr. Gagnon believes, encourage
brand managers to place a diff e rent emphasis
on how they market pro d u c t s .

“Marketers might concentrate more on
compliance and persistence programs that
are appropriate for the drug use,” he says.
“There will be a lot of oversight from CMS
on how the drugs are being used and why
they’re being used. Marketers have to be
careful how they market to the elderly; they
need to ensure their messages are appropri-
ate and that their drugs can withstand sys-
tematic reviews by evidence-based medicine
centers and that they are truly good prod-
ucts.”

Such an environment clearly raises the
stakes for drug manufacturers, and Dr. Atkins
believes that in the short run there will be big
winners and losers.

“ I t ’s a more competitive environment than
we’ve been in before,” he says. “But because
t h e re is going to be more focus on demon-

strating value with medical evidence, I think
in the long run it is good for the pharm a c e u-
tical industry. ”

P ROVIDING CLA R I TY 

T h e re is widespread agreement that one of
the issues that needs to be addressed by all
stakeholders is providing clarity to seniors
about what Part D is and why enrollment in
the program is import a n t .

“All of the stakeholder groups that expect
to be sponsors under Part D — CMS, MCOs,
and PBMs, and, of course, the pharm a c e u t i c a l
i n d u s t ry — play a critical role in pro v i d i n g
clarity around the new program and addre s s-
ing any misconceptions that seniors may have
about the benefit,” Mr. Barnett says.

C o n g ress has specified that pre s c r i p t i o n -
d rug coverage under the Medicare program is
v o l u n t a ry and CMS cannot, absent any legisla-
tive change, intervene with an individual’s
right to decline coverage. 

“One hypothesis is that many seniors
might not use the program because it is
optional,” says John McDermott, MBA, VP of
Covance Health Economics and Outcomes
S e rvices Inc. “And because seniors may be
u n s u re about the value of the benefit, compa-
nies will have to overcome the perception held
by some seniors who believe that the value
i s n ’t there or that they’re not going to be able
to get the drugs that they need.” 

M e d i c a re Modernization Act (MMA) Part D Timeline
A LTHOUGH ENAC TMENT OF THE PA RT D DRUG BENEFIT IS NOT UNTIL 2006, N E G OT I ATION FOR PRESCRIPTION DRUG 

P LACEMENT ON MEDICARE FORMULARIES WILL OCCUR AS EARLY AS THE FIRST QUA RTER OF 2005.

On or be fo re De ce m ber 31

Final guidelines for the Me d i ca re 

fo rm u l a ry announce d

De ce m ber 2004

Me d i ca re regions announce d

Ma rch 1

Deadline for Pre s c ription Drug Pl a n

(PDP) info rm ation and Me d i ca re 

Adva ntage (MA) serv i ce area 

ex p a n s i o n ; c ri t i cal strategic planning 

pe ri od for pharma companies to 

d e te rmine Me d i ca re pricing and 

co nt ra cting strategies for their prod u ct s

Ap ril 18

M COs and PBMs submit fo rm u l a ries and

a p p roved drug lists to CMS for rev i ew

June 1

Deadline for CMS to

a p p rove applicat i o n s

June 6

Plan bids due

Ea rly 2005

Final rules published

So u rce : Ca m p bell Al l i a n ce, Ra l e i g h , N . C . For more info rm at i o n , visit ca m p be l l a l l i a n ce. co m .

▲

2 0 0 4

1 Q 2 Q

2 0 0 5
▲ ▲

I T’S A MORE COMPETITIVE ENVIRONMENT T H A N
WE’VE BEEN IN BEFORE, and we will have to be
m o re focused on demonstrating 
value with medical ev i d e n ce, which in the 
long run is good for the industry.

Dr. Law re n ce At ki n s
S c h e ri n g - Pl o u g h
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A national Kaiser Family Foundation/Har-
v a rd School of Public Health survey found
that nearly twice as many people on Medicare
have an unfavorable impression of the new law
that adds a drug benefit to the program, but
most want Congress to fix the law rather than
repeal it. The survey found that, as of July
2004, nearly twice as many people on Medi-
c a re have an unfavorable view of the law (47%)
as have a favorable view (26%), and one in four
(25%) say they don’t know enough to offer an
opinion. The surv e y, Views of the New Medi-
c a re Drug Law: A Survey of People On Medi-
c a re, was conducted jointly by the Kaiser
Family Foundation and the Harv a rd School of
Public Health to provide insight into the
opinions of the 41 million Americans on
M e d i c a re. 

Under the act, most Medicare beneficiaries
will be re q u i red to pay a premium each month

of about $35, and participants will have a
$250 deductible each year. After the
deductible, Medicare will cover 75% of dru g
costs, up to $2,250. There a f t e r, beneficiaries
pay an additional $2,850 in out-of-pocket
d rug costs before Medicare will continue cov-
erage. This is called the coverage gap, also
known as the doughnut hole, as AARP
explains on its Website. 

“Many seniors don’t know what’s coming,
and they don’t understand the doughnut
hole,” Dr. Gagnon says. “When they reach the
doughnut hole many elderly will stretch out
their drugs, for example, take one tablet every
other day, thus defeating the positive out-
comes associated with the benefit.”

P h R M A’s Mr. Trewhitt says it’s going to be
i m p o rtant for pharmaceutical companies to
make sure that physicians know the choices
they have for treating their patients.

THE MEDICARE POPULATION HAS
BEEN A MORE PRICE-SENSITIVE 
AUDIENCE HISTO R I CA L LY, and under
Me d i ca re Pa rt D, t h at will likely 
remain the ca s e.

Kevin Ba rn e t t
Ca m p bell Al l i a n ce

M A N AGERS OF BRAND-NAME DRUGS WITH GENERIC
COMPETITION MAY WELL FIND T H AT T H EY W I L L

NEED TO DEV E LOP WHOLE NEW BRAND MARKETING
S T RAT E G I E S aimed at the Me d i ca re po p u l ation who

a re buying drugs off-plan or out-of-poc ke t.

Mi ke Ratc l i f fe
Wood Ma c ke n z i e

Se p te m ber 2

CMS awa rds bids

Octo ber 1

MA plans may 

begin marke t i n g

Nove m ber 15

En ro l l m e nt for the new 

p re s c ription drug plans be g i n s

Ja n u a ry 2006

Me d i ca re Pa rt D drug benefit be g i n s

Dual-eligibles lose Me d i caid auto - e n ro l l m e nt

Subsidies to employers be g i n

3 Q 4 Q
▲ ▲

2 0 0 6
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If companies want to drive volume thro u g h
the new plans, Mr. McDermott says, they will
need to address their marketing appro a c h .

“One tactic companies can employ is to
p romote Medicare Part D and educate seniors
to let them know that this is the way to get
the drugs they need,” he says. 

While many challenges exist with re g a rd
to reaching out to seniors and their physicians,
the act significantly improves coverage for a
l a rge number of Medicare recipients. Accord-
ing to CMS, “one-quarter of seniors and peo-
ple with a disability now in Medicare have no
d rug coverage, even though prescription dru g s

a re an integral part of modern medicine to
p revent diseases and their complications.”

O fficials from CMS say, “Medicare looks
m o re like the rest of the American healthcare
d e l i v e ry system by giving beneficiaries the
option of new, subsidized drug coverage, as
well as new support to keep their curre n t
re t i ree coverage secure . ”

This improvement in drug coverage could
well increase the number of patients who have
contact with physicians. Currently, low-
income patients may not go to their physician
or may not fill a prescription or take a pre-
scription less frequently than they are sup-

posed to because of cost issues. The onus,
t h e re f o re, is on pharma companies to pro v i d e
clarity around the benefits and to ensure they
reach the Medicare beneficiaries most in need,
e x p e rts say.

At this point, however, Dr. Atkins says it’s
d i fficult to assess what impact the MMA will
have on patient compliance and doctor visits.

“ T h e re probably will be some increase,” he
says. “Patients who have deferred treatment in
the past now may be more likely to have con-
tact with a physician for the first time, but it’s
h a rd to gauge how significant this incre a s e
will be.”

U n d o u b t e d l y, the role of the physician is
paramount. The physician is an import a n t
potential advocate for manufacturers, Mr. Sar-
raille says. 

“Sales reps have links to the physicians,
and one question for manufacturers is what
role they may and should play in the strategy
to have physicians be coverage advocates for
their products,” he says. “This is a set of com-
munications that needs to be controlled and
that needs to be accurate, fair, and balanced.
Some manufacturers are trying to initiate
communications with physicians right now to
c o n v e rt them into advocates for particular for-

Portfolios of U.S. Pharmaceutical Giants 
Heavily Exposed to Medicare Reforms

R
REFORMS TO MEDICARE HAVE PUT MANY LA RGE PHARMAC E U T I CAL CO M PANIES AT RISK FOR

THEIR BLO C K BUSTER PRO D U C TS NOT BEING INCLUDED WITHIN NEW PA RT D DRUG BENEFIT

P LANS BEING DESIGNED FOR LAUNCH IN JANUA RY 2006, ACCORDING TO MEDICARE INSIGHT,

A STUDY BY WOOD MAC K E N Z I E.

In 2004, the Me d i ca re market acco u nted for almost 50% of the U.S. p h a rm a ce u-

t i cal market of $240 billion, a c co rding to Wood Ma c kenzie estimate s, m a king it the

s e co n d - l a rgest drug market in the wo rl d, with revenue bigger than all of Ja p a n . If

g ove rn m e nt plans for Me d i ca re re fo rm succe e d, Pa rt D plans could cover up to

t h re e - q u a rters of the total Me d i ca re po p u l ation of 41 million.

The impact of the re fo rms va ries significa ntly co m p a ny - to - co m p a ny. Bra n d e d

d rugs are alre a dy facing generic co m petition with bloc kb u s ters coming off pate nt.

And the new Me d i ca re Pa rt D rules will int rod u ce new co m petition in 20 major

d rug classes by fo rcing branded drugs to co m pe te with both other branded dru g s

and generics with diffe re nt mechanisms of act i o n . In these classes, Me d i ca re

p roviders need only offer a minimum of two drugs per class in their plans.For ex a m-

ple in the ant i d e p re s s a nt class, t h ree diffe re nt ty pes of drugs could be fo rced to

co m pe te with each to gain access to each plan — SSRIs such as Pa x i l , Zo l o ft, a n d

Proz a c, S N R Is such as Ef fexo r, as well as generic tri cyc l i c s. For the first time in U.S.

h e a l t h ca re,this cre ates significa nt co m petition be tween branded drugs and gener-

ics that was previously managed separate l y.

Of the 60 companies cove red in Wood Ma c ke n z i e’s study, six stand out as hav-

ing well more than 40% of their po rt folio ex posed to these drug classes: Me rck &

Co. , Eli Lilly, Al l e rg a n , s a n o f i - ave nt i s, P f i ze r, and Schering AG . These companies not

only have higher pro po rtions of Pa rt D drugs in their U.S. po rt fo l i o s, but also a larg-

er number of drugs in these Me d i ca re - s pecific classes that cover more than one

ty pe of dru g.

Not all companies have significa nt ex po s u re to these new Pa rt D co m pe t i t i ve fo rce s. Co m p a n i e s

such as Amgen and Ho f f m a n n - La Roche have many drugs cove red by the old Me d i ca re Pa rt B pro-

g ram in their po rt folios and so do not have to fight to get on any drug fo rm u l a ri e s.

“Me d i ca re is likely to have a more significa nt effe ct on the revenue of these ex posed co m p a n i e s

than most industry observers are curre ntly pre d i ct i n g,”s ays Mi ke Ratc l i f fe, d i re ctor of re s e a rc h ,U . S . , at

Wood Ma c ke n z i e. “ Up to two - t h i rds of all drugs cove red by these new healthca re plans could find

t h e m s e l ves co m peting in a manner quite diffe re nt from that of the traditional managed-ca re marke t,

the market pharm a ce u t i cal companies understand. We be l i eve manufact u rers will have to re t h i n k

their strategies for many drugs as the new Pa rt D prog rams unfold over the next year or two.”

So u rce :Wood Ma c ke n z i e, Bo s to n . For more info rm ation on the study,visit wood m a c. co m / m e d i ca re i n s i g ht. ht m .

Class issues

Ge n e ric issues

Me rc k

Eli Lilly

Al l e rg a n

s a n o f i - ave nt i s

P f i ze r

S c h e ring AG

Boe h ringer Ingelheim

Wye t h

Bri s to l - Myers Sq u i b b

Nova rt i s

Ab bo t t

As t ra Ze n e ca

Johnson & Jo h n s o n

Gl a xo Sm i t h Kl i n e

S c h e ri n g - Pl o u g h

Am g e n

Ho f f m a n n - La Roc h e

0 % 2 0 % 4 0 % 6 0 % 8 0 % 1 0 0 %

Pro po rtion of all U.S. b rand dru g s

Pharmaceutical Company Exposure
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m u l a ry products where they see form u l a ry
fights brewing. Such communications will
not be appropriate in the context of an off -
label use.”

On Dec. 6, 2004, CMS announced the
establishment of 26 Medicare Advantage
regions and 34 prescription drug plan re g i o n s
as part of the move to implement the new
regional MA plans and PDP programs. 

“Companies will have to look at the size,
s t ru c t u re, and alignment of their salesforc e s , ”
M r. Barnett says. “They will need to assess
which physicians re p resent the most impor-
tant targets under Part D, that is, which
physicians are writing the most pre s c r i p t i o n s
for seniors and in what therapeutic categories.
S a l e s f o rce incentive compensation plans will
also have to be revisited as current plans will
be antiquated as of Jan. 1, 2006, given the
changing dynamics of Part D. Companies
should start by segmenting and prioritizing
the regions with the greatest potential, taking

into account the number and type of benefi-
ciaries, as well as the total prescription poten-
tial at stake.”

A c c o rding to industry experts, companies
should start by looking at a short list of
regions, such as California, Florida, New Yo r k ,
I l l i n o i s / Wisconsin, Texas, and Ohio, and
gauge where there is the greatest concentra-
tion of Medicare beneficiaries. 

D r. Gagnon predicts that companies will
begin to increase the number of re p re s e n t a-
tives in heavily populated Medicare eligible
a re a s .

“Companies are evaluating their sales terr i-
tories to make sure they’re calling on the
physicians who will be doing the pre s c r i b i n g
for Medicare beneficiaries,” he says.

In addition, CMS has stated that one of the
p rovisions in the final rule re q u i res that Part D
sponsors support and comply with electro n i c
p rescribing standards once final standards are
in effect. The program provides for electro n i c

transmission to prescribing physicians and the
dispensing pharmacies’ information on eligi-
bility and benefits, including the dru g s
included in the applicable form u l a ry, any
t i e red form u l a ry stru c t u re, and any re q u i re-
ments for prior authorization. Among the
i n f o rmation that must be provided is the
availability of lower cost, therapeutically
a p p ropriate alternatives (if any) for the dru g
p rescribed. 

“When one looks at the provisions aro u n d
generics and considers them in light of poten-
tial e-prescribing, it adds another layer to the
price sensitivity issue,” Mr. Barnett says. “Not
only will the pharmacist have to counsel
seniors about lower-cost generic alternatives at
the point of sale, but e-prescribing will perm i t
real-time information to be put in the hands of
physicians at the point of prescribing or at the
point of the treatment decision.”

F O R M U LA RY CHALLENGES

Another challenge for pharmaceutical
companies will be how to best negotiate place-
ment of their products on Part D form u l a r i e s ,
i n d u s t ry experts say.

“The new Part D benefit is really the cre-
ation of a whole new marketplace,” Mr.
M c D e rmott says. “There ’s been nothing like it
b e f o re. It has some characteristics of norm a l
managed care in that there are private entities
that will be the form u l a ry decision makers, but
because of all the regulations around the for-
mularies and the appeals processes and other
details, it appears to be a much more highly
regulated market than what people know as
managed care today. People don’t really know
exactly what’s going to happen here . ”

The Part D program goes into effect in Jan-
u a ry 2006, but already negotiations for place-
ment on the Medicare formularies are well
under way. (For more information, see chart on
pages 48 and 49.)

The first step in developing the Part D pro-
gram was to create model guidelines of the
categories and classes that prescription dru g
plans can use as they design their form u l a r i e s .
The MMA law specifically re q u i res the Secre-
t a ry for the Department of Health and Human
S e rvices to request that USP develop, in con-
sultation with pharmaceutical benefit man-
agers and other interested parties, a list of cat-
egories and classes (USP Model Guidelines)
that may be used by prescription drug plans in
developing their form u l a r i e s .

USP also is to revise such classification
f rom time to time to reflect changes in thera-
peutic uses of covered drugs and additions of
new covered dru g s .

Sound Bites from the Field

P H A R M AVOICE ASKED INDUSTRY EXPERTS TO DESCRIBE SOME OF T H E
MOST PRESSING CHALLENGES AS IMPLEMENTATION OF THE MMA GETS
UNDER WAY.

E L I ZABETH W.BOEHM is a
Senior An a l yst at Fo rre s te r,
Ca m b ri d g e,Ma s s. ,an 
i n d e pe n d e nt te c h n o l ogy
re s e a rch co m p a ny that 
p rovides adv i ce about 

te c h n o l ogy’s impact on business.For more 
i n fo rm at i o n ,visit fo rre s te r. co m .

“At this stage,d rug manufact u re r s’main 
challenge is lobbying for position on the 
Me d i ca re fo rm u l a ri e s.Th ey do this the same way
t h ey would for any health plan fo rm u l a ry,e i t h e r
by offe ring the best pri ce or by successfully 
a rguing that their dru g’s effica cy profile meri t s
a ny diffe re ntial in pri ce.Ma n u f a ct u rers with 
p re fe rred place m e nt on existing non-Me d i ca re
fo rm u l a ries are we l l - positioned in this re g a rd.
Se co n d,d rug manufact u rers that succeed in
gaining pre fe rred fo rm u l a ry place m e nt wo u l d
do well to suppo rt the effo rts of plans to pro-
m o te the be n e f i t.With enro l l m e nt in disco u nt
ca rds languishing,consumers will need a lot of 
e n co u ra g e m e nt — and tutelage — to enroll in
the plan that will give them the best cove ra g e
when the full benefit kicks in.”

JOHN ROTHER is Di re ctor 
of Po l i cy and St rate gy fo r
A A R P,Wa s h i n g to n ,D. C . , a 
n o n p ro f i t,n o n p a rtisan 
m e m bership org a n i z at i o n
t h at helps people older than 

the age of 50 have indepe n d e n ce,
c h o i ce,and co nt ro l .For more info rm at i o n ,
visit aarp. o rg.

“The industry faces seve ral challenges.
Among the most impo rt a nt are :wo rking with 
all parties to keep the benefit affo rdable to 
be n e f i c i a ries and taxpaye r s ; s u p po rting 
co m p a rat i ve effe ct i veness re s e a rch to 
d e m o n s t rate va l u e ; re s t ru ct u ring detailing 
p ra ct i ces to move them to be more 
ev i d e n ce - b a s e d ; s u p po rting 
g re ater tra n s p a re n cy in both pricing and 
e f fe ct i ve n e s s ; s u p po rting gre ater 
po s t m a rket surve i l l a n ce to improve drug 
s a fe ty;assisting in effo rts to enroll lowe r - i n come 
be n e f i c i a ries as part of broad gra s s roots 
co a l i t i o n s ; and suppo rting effo rts to 
i m p rove pat i e nt co m p l i a n ce and wise 
use of medicat i o n s.”
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Those model guidelines, which were put
together by an expert committee, were pub-
lished Dec. 31, 2004. USP notes that while
the model guidelines are an important tool
that will help prescription drug plans and
CMS in the implementation of the benefit, the
f o rm u l a ry classification system is only the first
step in a comprehensive form u l a ry review pro-
cess by CMS. The expert committee also put
together a list of form u l a ry key drug types to
assist CMS in the form u l a ry review pro c e s s .
The final model contains 146 unique thera-
peutic categories and pharmacologic classes.

The time it took to develop the guidelines
has left companies with a very short timeline
to provide information about their drugs to
the plans, since plans must submit their for-
mularies to CMS by no later than April 18.

“Because the USP process took as long as it
did, nobody was focused on the contracting
phase until late January, so all of these deci-
sions are being made in a very short period of
time,” Mr. Sarraille says. 

Negotiations for getting on the form u l a ry
and pricing will take place between the supply
chain and the drug manufacturers, which
CMS officials believe will achieve comparable
or better savings than direct negotiation
between the government and manufacture r s ,
as well as coverage options that better re f l e c t
b e n e f i c i a ry pre f e rences. 

Mike Ratcliffe, director of re s e a rch, U.S., at
Wood Mackenzie, says MMA, through the
U.S. Pharmacopeia and its Model Guidelines
for Part D formularies, has created about 20 to
25 drug classes that have nontraditional com-
petition between brand drugs and generics. 

“Plan managers only have to include two
d rugs per USP class,” he says. “If they do this,
they could deny plan access to many major
brand drugs, for example, the USP dyslipi-
demia class includes six subclasses that are
n o rmally separate. CMS may well re c o m m e n d

modifications to these guidelines in the final
design of the Part D plans. As a consequence,
m a n u f a c t u rers should be actively engaging
CMS on how to modify the USP Guidelines.”

For the drug manufacturers, the issues
involve getting onto the form u l a ry and at
what price.

“In some ways this is raising the stakes; it
becomes a situation of winner takes all, or
maybe two winners take all because maybe
only two drugs per class will fall into the
model form u l a ry guidelines,” Mr. McDerm o t t
says. “So if a manufacture r’s product isn’t one
of those two, it will be left out in the cold.
To d a y, the product might be listed on addi-
tional form u l a ry tiers, but in the future the
stakes are going to be higher. ”

CMS has said the new drug benefit will
likely give beneficiaries a drug cost savings of
15% to start and 23% after five years because
of strong competitive pre s s u res, including
t r a n s p a rency in drug price and benefit infor-
mation. Drug plans will have to negotiate dis-
counted prices and manage drug costs to
obtain the lowest costs possible while pro v i d-
ing the drugs that beneficiaries need and to
pass these savings on to beneficiaries. 

“This is not going to be the standard com-
m e rcial market; the plans can negotiate re b a t e s
below the Medicaid best-price thresholds, and
they won’t factor into the Medicaid re b a t e , ”
D r. Atkins says. “So there ’s a potential here —
and the plans are well aware of this — to try to
get larger rebates for this population.” 

The importance of being on the form u l a ry
is underscored by cost considerations for
M e d i c a re recipients and the fact that physi-
cians and pharmacists will have greater access
to information about drug options and costs,
e x p e rts say.

A c c o rding to the final rules from CMS,
plans must encourage the use of generic dru g s
by requiring provision of information on
l o w e r-cost generic substitutions (if available)
at the point of sale. 

“Managers of brand-name drugs with

generic competition may well find that they
need to develop whole new brand marketing
strategies aimed at the Medicare population
who are buying drugs off-plan or out-of-pock-
et,” Mr. Ratcliffe says. 

D r. Atkins says the legislation will cre a t e
g reater transparency with re g a rd to price
n e g o t i a t i o n s .

“The MMA changes the re l a t i o n s h i p s
between plans and manufacturers in negotiat-
ing,” he says. “The act includes several pro v i-
sions that will result in greater price trans-
p a rency in negotiations. For example, the
average selling price that the act now applies
to Part B drugs as of January 2005 is the first
published real-market price for drugs. It will
have an effect on price concessions that are
negotiated. Tr a n s p a rency in general will aff e c t
the strategy used to market a drug; it’s a more
t r a n s p a rent environment, and it’s a more qual-
ity-focused, value-focused, and outcomes-
focused environment.” 

A c c o rding to Dr. Gagnon, pharma compa-
nies are trying to analyze how much usage a
p roduct will have in the Medicare pro g r a m
versus the size of discounts the plans are going
to push for. Companies that produce dru g s
m o re commonly used by the elderly are in a
s t ronger position, he contends. 

“The make up of a company’s products will
d e t e rmine what types of discounts it will off e r
and how incentivized it’s going to be to par-
ticipate,” Dr. Gagnon says. “Companies that
have products more likely to be used by many
elderly patients are going to be incentivized to
work with the PDPs to give them some dis-
counts and to participate in the programs.” 

M a n u f a c t u rers will likely play it safe with
re g a rd to pricing in 2006, Mr. Ratcliff e
b e l i e v e s .

“ M a n u f a c t u rers are not going to give major
rebates,” he says. “They will wait to evaluate
what happens in terms of Part D enro l l m e n t .
They will wait to see which PBMs and health
plans gain the largest share of Part D enro l l-
ment. Then for 2007, they will re f o rm u l a t e

Ph a rm a ce u t i cal companies understand both the significa nt upside of be i n g
included in Pa rt D fo rm u l a ries on a widespread basis and the significa nt
d ownside that will result for many prod u cts if they are not included.
CO M PANIES NEED TO ORGANIZE A CO M M U N I CATIONS CA M PAIGN 
DIRECTED TO PA RT D PLANS AND THEIR PRO D U C TS T H AT IS 
A P P RO P R I AT E, FA I R , AND BA LA N C E D.

William Sa rra i l l e
Si d l ey, Au s t i n , Brown & Wood
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their pricing strategy around winners and
losers in the Part D channel.”

The issue becomes even more complex
given that the plans — the MCOs and PBMs
— involved will be the same ones manufac-
t u rers negotiate with on the commercial side.

“Assuming the MCO or PBM is an
a p p roved sponsor under Part D, it could have
both the managed care and commercial books
of business, providing the plans with much
g reater leverage to negotiate prices with the
m a n u f a c t u re r,” Mr. Barnett says. “The plans
a re telling us that they’re interested, where
possible, in developing similarities between
those two books of business.”

“CMS is going to do a gut check to deter-
mine if what the Part D plan has done in con-
s t ructing and selecting drugs as part of the
P a rt D form u l a ry is within the range of what
is occurring commerc i a l l y,” Mr. Sarraille says.
“And so the inclination of some Part D plans
to have their Part D form u l a ry match, or at
least be based on, their commercial form u l a ry
may make some sense in that context.”

In the longer run, however, Mr. Sarr a i l l e
says the mirroring between the Part D and
c o m m e rcial formularies may yield to a more
P a rt D specific set of form u l a ry decisions.

“Depending on the product, the Part D
and commercial markets may be fundamental-
ly diff e rent,” he says. “Part D deals with an
older population, but there may also be geo-
graphic diff e rences that result in significantly
d i ff e rent pro p o rtions. So, while there initially
may be quite a bit of mirroring between a
p l a n ’s commercial formularies and its Part D
f o rmularies, I would expect that over time,
P a rt D will increasingly deviate from its com-
m e rcial standard, particularly if it does not
meet its initial Part D expenditure targets.” 

M r. Trewhitt says while it is going to be a
competitive challenge getting onto the vari-
ous formularies, this is familiar terr i t o ry for
p h a rmaceutical and biotechnology companies. 

“These competitive health plans are tough,
and they do hold 60% to 75% of the market-
place in the United States, and they barg a i n
v e ry aggre s s i v e l y, but because pharm a c e u t i c a l
companies have been dealing with and negoti-
ating with them for the last 15 years to 20
years, they are familiar entities, so this is a
familiar process,” he says.

This, however, could be a double-edged
s w o rd. According to Mr. Sarraille, what might
be deemed acceptable in a commercial context
may create significant legal risks in a Part D
context. 

Though “bundled” negotiations are com-
mon in a commercial context, the Medicare
p rogram will not accept situations where con-
cessions are made on the commercial side of a

p l a n ’s business to secure access to a Part D for-
m u l a ry or some other benefit in the Part D
context, he says.

“A few companies, though daunted by the
operational limitations involved, are trying to
separate the negotiation functions, commer-
cial versus Part D, in the hope of minimizing
any risk of a ‘swapping’ allegation,” Mr. Sar-
raille says.

M r. Ratcliffe says while manufacturers are
accustomed to negotiating with health plans,
their experience has been in an enviro n m e n t
w h e re they have reasonably solid figures on
the number of lives covered. 

“ C u rrently no PBM or health plan has any
h a rd figures on the Medicare lives that will be
c o v e red in 2006,” he says. “The govern m e n t
thinks that 25 million lives will be covere d
under Part D in 2006; we think the figure is
m o re realistically between 15 million and 20
million. The main point is that no one knows

and there is a big diff e rence between 15 mil-
lion and 25 million, let alone which PBM or
health plan will pick these lives up.”

The challenge for manufacturers, Mr. Rat-
c l i ffe says, is how to set rebates for access when
they have no idea how much access they are
likely to get. 

T h e re could be an upside for those phar-
maceutical companies that get onto a plan’s
P a rt D form u l a ry but don’t have form u l a ry
access on the commercial side for the given
p roduct. 

M r. Barnett says, in such cases, pharm a-
ceutical companies will likely benefit fro m
plans seeking to maintain similarities
between their commercial plans and their
M e d i c a re plans. ✦
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