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Massatiusetts and Simonedikoglou, a physician fom
Greece and dgee candidee a the Hawvard Sdool of
Public Health.

Intr oduction

Retail spendingdr presciption drugs has been
growing & doube-digit rates aer the past seral yeas.
In 1998,it was estimted thd presciption drug sales
increased § 16.6% flom the pevious year, readiing
$91.9 billion. This increase in drg spending is mer
than 4 times the inease in health carspending eer-
all.l

The eldely and dishled ae among those o ae
most vulnegble to the ising cost of dugs. While those
over 65 epresent dout 13% of the poputen, they
consume nedy one-thid of all medicéons pescibed
in the United Sties? Of those vino ae over 65,neaty
all are covered by Medicae, yet it is estiméed tha
35%3 to 459 of Medicae beneitiaries do not hae
supplemental ogerage for outpdient diug beneits.
Though déae in Washington to xpand Medicag to
include phamaceuticals contures,mary in Massabu-
setts and elsehere ae reluctant to wvait for a naional
solution,feating tha in the end dig coverage will not
be induded

The uninsued ae also arisk as dug costs ise.
While mary who ae uninsued ae ale to et some
medical &ention though the pchwork of sewices and
systems thiaare put in place commmity by comnunity,
the stuggle to assist thosehw ae uninsued to obtain
medicdions is a dificult and time consuming one
Efforts by physicians and otherto help intude: 1) pro-
vision of phamaceutical sampleshen aailable; 2)
submission of pplications to phamaceutical compan
patient assistance pgrams br free medictions; and
3) comnunity philanthopic initiatives. May who ae
uninsued and bronically ill manage their medictons
accoding to their inancial meanstather than their
medical needs. It is notear wha impact this has on
their health or on health Garcostsas their conditions
may worsen equiling emegeng/ treament or hospital
izations tha might otherwise ha been pavented

Not only is the inceasing cost of pharaceuticals
readiing ciisis popottions for some eldédy citizens and
the uninsued but also it has been cited as a cilmiting
factor to the ina@ased cost of health ingurce pemi-
ums, patticulady for manged cae. The cost of
presciption drugs is ising faster than another compe
nent of HMO health carcosts and is also beinaimed
for HMOs'diminishing pofits5 As the cost of health
insurance pemiums inceasesemployers ae asking
employees to bBsorb a lager pecent of the cost of their
health insuance A greaer rumber of emplgees ae
dedining coverage because of the ineasing cost of
their shae of the pemium,thus inceasing the umber
of uninsued in the couny®

Against this bakdrop, the phamaceutical indusyr
continues to be among the mosbfitable in the coun
try. And, presciption dugs ae cited as the most
cost-efective tedhnolagy, averting massie costs of iH
nessjmproving the quality of lie, and s&ing lives’

The following discussion is intended togwide
badkground fom a mmber of pespectves on the
impact thaincreased phanaceutical costs arharing
on access andfafrdability of drugs,with a paticular
focus on the Medicarbenefiiary populdion.

Several options or stde level action in Massdur
setts ae presented These intude:

« three initidives to impove access to phasaceuticals
for the most vulnable (Options | —III)

e an initiative to obtain better pres br drugs (Option
V)

* strategies to impove the phanacolaical knavledge-
base of pisicians (OptiorV)

e one possile ara Dr stde leverage in ngotiating with
the phamaceutical companies (Optidfh).

Section |: Growth in Pharmaceutical
Spending

Between 1990 and 1997 gsciption diug spend
ing in the US. more than douled from $37.7 hillion in
1990 to $78.9 billion in 1997. In compson,spending
on hospital car gew only 2.9% in 1997and spending
for physician sevices gew by 4.4% thayear Owerall,
naional health gpenditues gew by 4.8% in 1993



In 1998 it was estimged thd presciption dmug
sales would increase i another 16.6% &m the pevi-
ous year to $91.9 billionmore than 4 times the inease
in health cae spending werall.® Projections indicte
tha there will be consideably higher dug costs in
199910 Figure 1 shavs the doule-digit growth in pre-
sciription drug spending fsm 1995 though 1998.

Figure 1: Growth in Drug Expenditures,
1995-1998
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11/16/98

Why is Spending on Rsciption Drugs Rising So
Quickly?

The gowth in spending assodid with phama
ceuticals has beertabuted to inceased utilizaon of
drugs,changes in intensity (sanges in siz and mix of
presciptions),and diangs in the sowes of pgment
for presciption drugs1! The ajing of the populton,
the rumber of n& drugs intoduced in ecent eass,
direct-to-consumer mketing stetegies by the man-
factuers,and the de@ase in timedr Food and Dug
Administration (FDA) approval of nev drugs ae also
being cited as the basigrfescaléing spending The
increased ceerage by third paty payers,as a manged
car beneti has been fuher implicded as adctor con
tributing to inceased pesciption drug spending and
diminished HMO pofits 12

Increased utilizéion of presciption drugs The
increased utilizaon of phamaceuticals isvedenced §
the gowth in retail spendingdr presciption drugs,
which has gown a doulbe-digit rates wer the past se
eral years. In 1990neaty 1.7 billion pesciptions

were reported dispensed in the United &s,which is
almost seen for every man,woman and kild in the
country.13 By 1997 the Ndional Associdion of Chain
Drug Stoes d¢aimed the nmber of pesciptions illed
naionwide had eaded 2.6 billiont4

The eldely use mae presciption drugs,and ae a
growing proportion of the populon: Those oer age
65 ae 13% of the US. populdion, however, they con
sume nedy one-thid of all medicéions. Senis ae a
growing propottion of the populion, and it is pojected
that the umber of peopleeer 65 will doulbe by the
year 2030growing to 20% of the populen.15

Compaed to the werage pesons use of 2 to 3 pr
scliptions anmally, people @er 65 consume 9 to 12
presciptions anmally.16 Eighty pecent of those Wo
are retired ae reported to tale a pescibed dug every
day. Eighty-six pecent of Medicag benefiiaries living
in the comnanity reported using aleast one m@scip-
tion drug duing 1995,with the aerage beneitiary
using 18.5 pesciptions tha yearl” The American
Associdion of Retied Rersons (AARP) has noted tha
olderAmericans spendon average, neaty 4 times as
much on pesciption medicéions anwally as pesons
under 658

Changes in souces of pgment ér presciiption
drugs Before the mid-'70s phanag/ was not a signii
cant pat of the benef dollar. In 1970,only 18% of
outpdient presciption drugs ependitues were cozered
by third paty payers1® By 1990,third paty reim-
bursementér phamaceuticals hadrgwn to 37% of the
retail maket dollas,and ly 1997 ceered 71% of these
expenditues (Fgure 2)20

For those o ae insued out-of-podket expenses
for drugs hae been lw since 1993,and the lav
expense has been gggpted as afctor contibuting to
both the inceased utilizdon and inceased fce as
consumes with coserage do not diectly experience the
impact of fsing phamaceutical costs oxpenditues?!

It has been sugsted thamanayed cae oganiza
tions (MCOs) hee helped to shield the consumeorfr
the impact of ising piesciption costs.The pecentaye
of premium dtributed ty MCOs to phamaceuticals has
ranged from 6% in 1988 to 8.6% in 1994. In the mean
time, however, phamaceuticals hae accounteddr
approximately 10% of the MCOs opeating expenses
over the same pid, as MCOs hee found it benefial
to ésorb some ption of the cost of the pharag/ berr
efit.22



Figure 2: Coverage of Drug Benefi tby Sour ce
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High introductory costs of ne drugs Of the
16.6% incease in phanaceutical spending in 1998,
3.2% is estimied to esult flom higher pices br exist-
ing drugs. The emainder of the inease is being
attributed to the fdces @ which nev drugs ae intro-
duced and the lage rumber of pesciptions being
filled. Between 1995 and 199720 nev drugs were
introducedwith an adlitional 30 nev drugs e&pected in
199823

Direct-to-consumer méeting by the phamaceu
tical industly: Phamaceutical irms ae estiméed to
have spent $1.3 billion on consumenadising in the
United Staes in 1998targeted pimairily to older con
sumes and by boomes, with a heay emphasis on
quality of life implovements algsievable with prescip-
tion drugs24 For example Merck & Co. is leported to
have spent $91 million in 1998 pmoting Popecia,a
presciption drug thd prevents baldnessljrectly to con
sumes in the US.25

Section II: The Phamaceutical Industry —
Focus on N&v Products*

There ae moe than a hunéd reseach phama
ceutical companies in the U®ith total salesboth US
and droad of approximately $120 billion in 1998.
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Figure 3: Sales of US Resear ch Companies
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Sales in the US accourrfaound $80 billionand hae
constanty increased dung the'90’s (Hgure 3)26

The Phamaceutical Reseen Marufactuers
Associdion (PhRMA) is the tade assocton for
approximately 100 phamaceutical companies. lmf
mation on the phanaceutical indusyr is dosely
guaded ly the indvidual companiesThus,most of the
following discussioneflects inbrmation and déa com

* AppendixA provides moe detailed inbrmation on facets of the pharaceutical indusyrin the US,, including the ole of the
FDA in approving newv drugs. Appendix B pesents a dedption of the egulaory climate goveming the phanaceutical indusyr

in several Eulopean counies.



piled and madewailable from PhRMA and other indus
try souces.

The combined wrk force of these companies
totals moe tha 200,000 emplgees. Three ley func-
tions deine the phanaceutical indusyr. Reseach and
Developmentwith 25% of the indusyr's emplyees,
Production and Quality Cortdt, employing 27% of the
workforce, and Maketing which represents 31% of the
workforce2?

Reseath

The intensity of theaseach and dgelopment
(R&D) function distinguishes the phagaceutical
industy from other industes. In 1996reseath-based
phamaceutical companiegported reseach costs as
19.8% of their salesompaed for example to 4.3% in
the automotie industy, 3.9% in aepspace and defise
and 3.9% in telecomumicaions28

With the intoduction of theifst antibioticsthe
industly discovered tha it could generte high con
sumer demandybdeveloping moe efective dugs.
This recanition tha newv and impoved poducts could
be highy profitable has esulted in the lage and
increasing inestment in R&D?® By 1998,expendt
tures Pr reseach and deelopment had ineased to $20
billion, or 20 pecent,of the sales in the 13.30 A driv-
ing force behind the mfitability of the industy is the
principle tha when nev drugs ae introduced tha
replace older oneglemand will be highdr the moe
effective pooduct3!

Fedeml Suppot

The fedeal govemment both indiectly and
directly contibutes to phanaceutical R&D It con
tributes indiectly through methods sihcas tax beaks
(seeAppendixA). The govemment also suppts dini-
cal reseach directly. For example a 1993 Ofice of
Technolagy Assessmenteport estimaed tha when the
suppot of the Naional Institutes of Healthlcohol,
DrugAbuse and Mental Healthdministration, were
combined in 198811% of the Phanaceutical Man-
factuersAssocidion’s funding br dinical reseach was
from fedeanl souces3?

Brand-nameé/ersus Genac Drugs

Drugs ae usualy divided into two big families:
brand-name or gneic drugs. Band-name drgs ae
further dvided into "innwator" or "breakthough"
drugs,and "me-too" poducts. Because of theirteat

protection duing their initial yeass in the maket, brand-
name dugs command a higheripe than gneics,
which only become waailable after the pent piotection
has lgpsed

Brand-name dugs The pice-commanding stas
of a single-sowre band-name drg results fom its
original invention as a ltemical compound thiecan
influence the molecular favay of a cetain disease
Once ivented these compounds underrigorous test
ing for biologic actvity, safety, and efectiveness (fst
in animals and then in humansirial results ae sub
mitted to the FIB and if approved, the dug is ead/ to
enter the méet.

Brand-name drgs ae ganted a pient,which pro-
hibits copies and &¢rs maket exclusivity for a cetain
pefiod. As a lesult,the compan can damge higher
prices and ear substantialavernue as compensan for
the reseach costs it alead/ has incured After the
paent «pires, other companies arfree to launb
geneic drugs (i.e, identical diemical copies) under a
different commecial name

"Me-too" drugs Although geneic substitutions
may not be solddr paent-piotected band name drgs,
there ae "theppeutic” substitutions thianay be sold A
therpeutic substitution is a dg tha targets the same
molecular pthway of a cetain disease as thaf
another band-name drg. Unlike a gneic substitution,
however, the chemical compound of a thegreutic sub
stitution is not identicahut rather ony similar. The first
brand name drg tha entes the maket is the "innea-
tor" drug; the similar band-name drg(s) tha entes
soon after is called a "me-too"wy. "Me-too" diugs
are usualy thempeutically indistinguishale from the
"innovator," (i.e., they are equaly sak and effective).
Sometimesthere mgy be diferenceshowever. For
instancea "me-too" dug ma have fewer side effects,
or slightly higher biol@ic actvity.

Usual maket behaior is afected ly the picing of
"me-toos." In one casevhen a nw anti-ulcer dug
enteed the matet, the old one held stegcand then the
prices of both dugs were raised When the net two
anti-ulcer dugs entezd the matet, unlike nomal con
ditions in which thee ma/ be an &empt to undesell
curent standats, their pices were som&hat higher
than those of theirfst33 Because an innator drug
commands a higherige than a "me-too" dig does as
it entess the maket, marufactuers ae inteested in
being &le to daim a potential dfierence in their pyd-
uct than the mviously available innovator, or even from



other "me-too" poducts. In ader to ¢aim sud a difer
ence and tolaim supeiority of the poduct,a compag
has to oganize adlitional dinical trials and @in FDA
approval. This procedue is both ery expensve and
uncetain,as FDA closely scutinizes ¢aims for super-
ority and unlesserwhelming eidence &ists,rejects
them.

"Me-too" drugs hae two impotant economic
effects. krst, they limit the monopo} power of the fist
drug; with the entance of the "me-too" pduct
providers hare moe than one optiorgnd competition
reduces the eaings of all companie®As companies
focus on the same gMalent diseases andtensve
reseach reveals their molecular plways, "me-too"
drugs ae emeging more frequenty and moe rapidly
after the "inn@ator" has entezd the mdget34

Secondy, "me-too" poducts tend to inease the
risk for a competitie phamaceutical companwith an
innovator or other "me-too" mduct. As moe "me-too"
drugs with Bwer side dffects or easier ays for admin
istration come into the méet & a faster pacghey will
drive the inn@ator out of maket dominance sooner
risking the compayis avility to recoup its R&D gpen
ditures.

Geneic drugs As explained d&ove, a geneic is
chemical cop of a band name drg whose ptent has
expired Usuall reseach phamaceutical companies do
not copy products of one anothergther, geneics come
from specialied ggneic companiesTypically, these
companies do not spenduch on adertisement,as
physicians ae usualy well avare of the actiity and the
side efects of the dginal compoundInsteadgeneic
drugs ely on their lav price to ind a position in the
matket, and their maket shae has inceased substan
tially since 1984. Sta lavs mg encouege geneic
usgge. For example Massabusetts la requires phar
macists to substitute ageic for the band name if
available, unless the pysician stées otherwisgs

The pocess of disa@ry: Ten to 15 gais geneally
elapse fom the dg a compound is synthegd in the
laboratory to its gopeaance in the met. At the con
clusion of the pe-dinical phasethe compan files an
Investigational Nev Drug (IND) gpplication, and a sec
ond s@arate gplication for the p&ent. The dde on
which the pa&ent gplicaion is submitted bgins the
countdavn for the 20 pass of pdent potection thathe
law allows. Companies @rk under consideble pres
sure to complete theliaical trials, submit the esults br

FDA evaludion, and hae enough time left to mket
the dug bebre the p&ent pires.

Patents Clinical trials typicall last gproximately
7 to 8 yeass. A compalry then submits anpplicaion for
market goproval to the FIA, a procedue tha usualy
takes gproximately one year The compan has the
remaining yeass of pdent potection,usually 11 to 12
yeass, to recoup the xpenditues undetaken in the
R&D period bebre thee is competition fom geneic
drugs.The compan has a sting inteest in shatening
the time necessgffor the dinical trials and speeding
the FDA approval phase in ater to be ble to maket
the dug as soon as poskb

Is reseach under or over-compensted?Ther is
no easy \ay to estimée reseath costsThe 1993 stuyl
of the Ofice of Technology Assessment is the best
known efort to estimée reseach costsThe OTA study
estimded thd ead drug thd enteed the maket had a
4.3% higher etum than thanecessarto finance its
R&D expenditues. It futher desabed tha "[d]ollar
retums ae \ery volatile over time" and th@" the cost of
bringing a nev drug in the maket is \ery sensitve to
changes in science and teaology, shifts in the kinds of
drugs under deslopment anditanges in the egulaory
ervironment.36

Today’'s reseach focus Today’s reseach is con
centiated on the dllowing dinical conditions:heat
disease and stke (96 dugs tested)cancer (316 drgs
tested),Alzheimers and Rrkinsons diseases (118
drugs tested)infectious diseases (125udss tested)as
well asAIDS (124 dugs tested). In 199&&D costs
were dose to $20 billionand ae expected to ine@ase
further in 1999possithy reading $24 billion.

Cost implicdions of nev products 6r phamaceu
tical spendingBetween 1995 and 199720 nev drugs
were introduced with an adlitional 30 n& drugs
expected in 19987 Of the 16.6% inazase in phana
ceutical spending in 1998,was estimted tha higher
prices br existing diugs was esponsike for only 3.2%
of the inceasewith the est of the inazase "due to the
high intoductoy prices of nev drugs and to layje rum-
ber of pesciptions being fied."38

The geder rumber of pesciptions witten in the
last few yeass is elated patly to the intoduction of nev
drugs,mary of which offer damaic improvements ér
various conditions thtawere not peviously treaed or
were tredable with side effects3® Though pices ae
expected to come den once a band-name prduct



comes dfpatent and gneics ae available, by tha time
"brand-name drg malers have often canked out a ne&
geneetion of highefpriced eplacements40

TheWall Street burnal cites the competitionver
arthritis medicdions as anxample of hav new prod-
ucts incease phamaceutical spending Merck and
Monsanto hee been competingver a n& class of
arthritis painkillers called "Ca&-2" inhibitors thd prom-
ise rlief without the seere indigestion th& curent
medicdions cause intzout 2 — 4% of those using the
medicdion. Ewen though onf this small perentaye of
uses (2 —4%) gpelience the side &fcts,Michigan’s
Blue Cioss Blue Shield plan is cited in tié@ll Street
Journal article as epecting fully half of its athritis
péatients to svitch to the nes drugs. At an anticipsed
cost of $2 to $5 per pilthey will cost up to 17 times as
much as curent geneic arthritis medicdions#!

Industly Marketing Stategies

Marketing Force Phamaceutical maeeting
occuss in seeral forms. These ag: sales epresenta
tives,through the pesence of detail men ancdmen
who call on plgsicians indvidually to present the md-
ucts ofered by their firms (detailes); direct mail;
samples povided to plysicians (sampling); medical
journal adrertising; sponsahip of contimiing medical
educdion; and pubc media adertising.42

Because phanaceuticals a only prescibed by
health pofessionalsand pedominanty by physicians,
the industy has histacally tamgeted its poducts specif
ically at medical pesonnel. In 1991neaty $8000 vas
spent br every physician in the counyron maketing
and adertising (and nedy $1 billion moe was spent
on these actities than oneseath).43

In 1994, the top 40 phamaceutical companies
employed 35,000 full-time salespresentdves. By
1998, that number had inerased to 56,00Qyith an
additional 6,000 emplged ty indgpendent mdeeting
agencies. Itis estintad tha phamaceutical companies
in the United Stees spent $5.3 billion in therét 11
months of 1998 sendingpresentéives into doctos
offices and hospitalgnd another $1 billion merhold
ing maketing events br doctos 44

When the F restiictions tha prohibited diect
consumer agertising through teleision were eased
recenty, marufactuers responded accdingly. In
1998,drug companies @re piojected to spend an esti
mated $1.3 billion on ads aimed eonsumes, seven
times geaer than the amount thespent 5 gais ayo.45

In total,the industy was expected to spendoaut $11
billion marketing its nevest dugs to doctas and con
sumes in 199846

[Il. Comple xities of Phamaceutical Pricing
and Purchasing

Controlling Prices

Most industialized naions male an effort to con
trol presciption dmuug pilices br their citizns.
Examples inlude setting limits on Wet their county’s
insurance companies will yafor presciption drugs
(e.g., Gemary and &pan),detemining whét their gov-
emment is willing to pg for presciption drugs and
including only those br which the compay agrees to
pay the set dce on the ntonal formulary (e.g., France
Sweden and\ustralia), and limiting the phanaceutical
marufactuers’ profits (eg., Grea Britain). The United
Staes does not use nof these methods on behalf of
the arerage citizen. Not syprisingly, studies epeaedly
demonstate U.S. phamaceutical pices to be higher
than other ngons47.48.49

Other counties use their lge puchasing pwer to
get better pices. or example Australia has addeal
formulary called the Phamaceutical Benés Stheme
Phamaceuticals inleided on thedrmulary are subsi
dized for Australian esidents. After approval from
Austrlia’s countepatt to the FIA, ary drug can be sold
ther. But,if it is not on the érmulary, it won't be sub
sidized Phamaceutical maufactuers offer lower
prices so thg can be intuded on thedrmulary and
therefore, gain access to18 million potential ghases.
One stug of 29 phamaceuticals sheed thd in the
median case the.B. price was 216% higher thahus
tralia’s 30

Many of these phanaceuticals & from U.S. man
ufactuers. Gowemment intevention mg be necessgr
to prevent US. prices flom contiruing to be higher than
prices br the same digs in other counigs.

Prices of Dugs in the LS

The pices of dugs ae paticulaly unpredictale;
after thee yeass of near staility (1994-1997)they rose
dramdically in 199851 Several factos ae cited as
explandions for this incease These intude the into-
duction of mag new drugs,the signifcant accelation
of the FDA rate of gproval beginning in 1997the lak
of competition &r nev drugs,which allovs companies



to chamge high pices,and the substantial inease in
reseach costs.

Drugs hae some gcing paticularties thd are
important in undestanding the wideaiations in costs
of drug pioducts. These intude the &ct tha marufac
turing costsper seare relaively low, reseath costs a&
high, and tha maketing costs & high as wll.
Researh costs a& a fxed or sunk cos{j.e., the com
pary has alead/ undetaken the eseach bebre the fist
pill is sold). On the other sidéhe mamifactuing costs
are low; the compound itself is just daemical entity
relaively easy to synthesiz

The elaively low cost of manfactuing gves the
phamaceutical companies Gar discetion to gant dis
counts. Br example if manufactuing costs & 30% of
the fnal pice of a poduct (a fequent parentaye) then
it pays for the compay to grant a discount of up to
60%, rather than to drego the tansaction altgether
because it will still belale to piofit from the sale Of
course dep discounts a not outinely given; rather,
their level dgpends pimairily on the gistence of com
petitors in the maket (i.e, "me-too" or gneic drugs),
and the bagaining dout of the luyer. Discounts &
usually higher br lamger entities themanae to abieve
larger maket shae, and smallerdr indgpendent phar
macies.

In light of the inbrmation aove, compamg
growth in phamaceutical costs &m one sector to
another or even from one pger to the ngt, is con
founded l the complgities of phamaceutical pcing
and puchasing

Lack of a Standat Price

As has been desbed for other countiegpghama
ceutical manfactuers often taige different puchases
different pices br the same pduct. The Conges
sional Bud@t Ofiice (CBO) cites the pharaceutical
industy’s deggree of maket paver and the xd@stence of
groups of puchases with a \arying sensitity to price
as the base®f the pice discimination tha exists. The
CBO staes tha, "varying price sensitrity, when com
bined with p&ent piotection and las production costs,
can lead to a wide speugin of pices br a single phar
maceutical ppduct.'s2

One of the mag conbunding aspects of phae
ceutical picing is thd ther is no single pce for an
individual product een & a speciic time. Although
marufactuers estalish a list pice for eat dug, sales

often ae & a discounted fxe, and these discounts can

be substantialThe amount of the discount islume
driven, and those pwhases in the best position to
deliver on the slume eceve the best discouniThere-
fore, an HMO with a lage membeship and an ééctive
formulary strategy can win dep discounts fom a man
ufactuer because the phicians pescibing will
produce the demand anticiea ty the mamfactuer in
accodance with thedrmulary stipulaions.

Thus,mary MCOs ae ale to neyotiate discounts
due to the slume thg commandand obtain ebaes
because of the mieet shae they can delver. HMOs
and other marged cae olganizaions ae also ale to
negotiate the dep discounts fom mamfactuier piice
lists in pat because theare ale to influence pescib-
ing decisions Y their paticipating physicians.

Rebates ofered by the mamifactuer in tun sewe
to reinforce the HMOsivillingness to erdrce plysician
prescibing behaior in accodance with érmulary stip-
ulations. A rebate ggreement spedds some monetar
amountusuall a pecentae of dollar puchasesto be
retumed to the puhaser (pger) by the ppoducts man
ufactuer. Marufactuers ae geneally willing to
extend ebates to plans or pwiders with a lage rumber
of membes in oder to @in access to a galar goup
of pdients,have their ppduct induded on the plas’
formulary, or to incease sales and nkat shae for their
products. The rbate is typicaly paid quatery, based
on pioduct sales in the @rious quater3

Benefis of laige volume puchasing Large volume
purchases, such as hospital ups,Medicaid retail
phamag chains,and othes, are ale to negotiate sub
stantial discounts andbaes fom mamfactuers as
noted &dove. Marufactuers offer discounts on land-
name dugs based not onlon the wlume puchases bt
also on the byer’s avility to affect the dug’s maket
shage, geneally through using adrmulary to systemt-
cally favor one band-name drg over another dr a
large number of p#ients ly influencing povider pre-
scilibing haits. Discounts on lnd-name drgs tend to
be higher vinen moe geneic and "me-too" dugs (a
paented dug thempeuticaly similar to another
patented poduct) ae available. The CBO bund tha
the best gee discountdr a band-name drg was 10 —
14% geder when a gneic version was &ailable from
4 or moe manfactuers. As the mmber of band-name
marufactuers in a thespeutic dass inceases foim 1 to
5,the best gce discount gows by 10%54

Medicaid best gce discount In 1990,concened
that Medicaid was not eceving the benef of these



advantayes as a lge wlume puchaser (the Medicaid
phamaceutical mdeet represents bout 11% of phar
maceutical etail sales n#gonwide),Congess mandad
rebates and best pre discountsdr all Medicaid po-
grams. The Geneal Accounting Ofice (GAO) studied
the impact of this mande for best pice discounting
and bund tha as an unintendecksult it ppeas tha
HMOs and hospitalsxpetienced oerall price increases
for outpdient dugs. The GAO reviewed pices fom 8
Group Puchasing Oganizaions and 4 HMOs on a total
of 1,600 unique pce obsevations. In eporting their
findings the G® stded:

"We found tha after [the Omnibs Budgt
Reconciligion Act] OBRA of 1990 the pces
for the HMOs'drugs 0se on average, more
than twice asdst as the gar bebre. These
drugs,which ar almost rclusively outpa
tient duugs,had moe laige piice increases the
year after OBRA than theear bebre. In
contrast,prices inceased dr the GPOsinpa
tient diugs,on average, at a lowver rate the
year after OBRA than thesar befre. Piice
increasesdr the GPOsbutpaient diugs were
slightly higher on average, the year after
OBRA."5

Currently, govemment pgs for ebout 25% of pe-
scliption drug expenditues. If Medicae expands to
include pesciption drug beneits govemments shae
of presciption diug expenditues in the counyrwould
increase dxmdically.

Differences in discountsAs alread/ noted
although maanfactuiers estalish a list pice for eah
drug mary sales a& made ¥ discounting thiprice, and
these discounts can be substantigie CBO has esti
mated tha based on \&rage invoice pices br top
selling dugs sold pmaiily to retail phamacieshospt
tals and Bnics pay 9% less thanetail phamaciesand
HMOs pg 18% less.VetemnsAdministration hospitals
get an #en moke substantial discount ver 40% on
average compaed to the etail phamag). These com
patisons ae based oglon invoice pices,so the do not
account or rebates and other types of discountstttia
not gopear on the woice. In another swey of prices in
LosAngeles,the arerage piice chamged for a selection
of well-known products sold to hospitalsas ony 19
percent of thachaiged to a local phanagy."s6

Pricing of Band-Namé/ersus Geneéc Drugs

The demanddr brand-name drgs \ersus g@neics
is an impotant factor in eforts to contol drug spend
ing. The Congessional Budgt Ofiice estimées thain
1994 puchases saed a total of $8 billion to $10 billion
on presciptions d retail phamacies ly substituting
geneic drugs br brand name countpatts5? PhRMA
has eported thd geneic drugs ae accountingdr an
increasing pesentaye of pesciptions,taking lusiness
away from brand-name phanaceutical companies. It
estimdes tha 44% of pesciptions were filled with
geneic drugs in 1997up from 27% in 19968

In the Medicaid pogram, regulations encouage
Staes to pomote laver-cost gneic drugs though
reimbursement limits on 100 — 200 wys tha have
geneic substitutions.These egulaions limit the st&e
expenses thaare eligble for fedemnl reimbursement to
150 pecent of the lavest pulished gneic price plus a
reasonhble dispensingde However, the laver fedeal
reimbursement ate does notply if the plysician stip
ulates tha the band-named dig is needed df
medicaly necessarreasons. CBO estirtes tha 52%
of Medicaid pesciptions dispensed tianally in 1993
were for a geneic drug. However those drgs ony
accounted dr 22% of the dollar alue of eimburse
ments br outpdient diugs tha year because of the
significant diference betwen gneic drug pices and
those of band-name mductss®

Most stdes hae legislation authoizing phama
cists to substitute aegeic compound dér a band-name
drug. Stae laws differ in the amount of disetion
granted to the pharacist. In Massduwisetts a phara
cist must substitute a thagpeuticaly equivalent gneic
product unless the gilician specitally indicaes tha
only the band-name mduct is to be issued

Uninsured Ry More

Managed cae oganizaions often pass on theipe
advantgye they are ale to obtain though lage wlume
purchasing to ervllees in tems of smaller out-of-
podket epenses or Y not fully reflecting
phamaceutical costs in pmium damges. The unin
sured and the undersured (those with ceerage tha
does not inlude phamaceuticals or entails high
deductilbes and co-pgments br them) do notealize
the same adhntages of discounts ancebates in the
price the/ pay & the etail phamag. These indiiduals
often pa the highest pce for their medicdons
because the discounts thatail phamacies ag &le to



negotiate as aesult of wlume puchases ma not be as
substantial as those gatiated by MCOs for membes

of their goups. The pices ae also highest because the

retail phamacist cannot cortt prescibing patems for
physicians tedaing these pi@ents though brmularies,
and theefore cannot ngotiate the same foe ad/an
tages as the MCOybaffecting maket shae.

Notwithstanding theeatail phamacists’ability to
substitute a thepeutically equvalent geneic drug for a
brand-name mduct in most stas,retail phamacists
have not been lale to neotiate discounts thaare as
favorable as those dmeved in other sectsr(9% less in
hospitals andlmics, and 18% less in HMOs). Indd
tion, depending on the competition thdace retail
phamacies mg have differing incentves to etum
rebates thg receve to customerthiough laver pices.

The diference in discountgoupled with the per
centage of rbaes etumed to the customer thugh
lower piices,often iesult in the most vulneble individ-
uals pging the highest pices.

Loss of phamag/ access in the commity: In
addition to questions of higheripes paid i the unin
sured for medicéions,their access nyaalso be dected
by other tvanges occuring as a esult of competition
for phamaceutical maet shae. Manajed cae stiate-
gies to contain phamaceutical costs arimpacting
access to pharacies in the comuomity. Network devel-
opment of phanag/ sewices ty MCOs as wll as their
increased utilizdon of mail oder phamag sewices
has shifted consumer ptmaaceutical pwthasing p&
tems and the loss of phaag access in some
comnunities is a concex

Section IV Implications of Increase in
Drug Costs and Spending

The doule-digit increases in spendingifphama
ceuticals a& dhallengng the eforts in the health car
industly over the past decade taitg costs under cen
trol. As the costsdr presciption drugs contimie to ise
uncheded, efforts ae escaling within HMOs,other
MCO entitiesand other puwhases to fnd ways to curb
the incease in spendin@f presciption drugs. At the
same timeas costs contire to inceaseaccess to phar
maceuticals becomes neodifficult for those vino ae
poor, uninsued or whose coerage does not inade a
presciption diug beneti

The impact on the eldbr The eldely are dispo-
portionaely affected ly increasing costs of outiant

presciption drugs,as ae other Medicar benetiaries,
i.e., the diskled and ptents with end-stge renal dis
ease

Nationally, estimdes ange thad from thirty-five to
forty-five pecent of Medicag benefiiaries do not hae
supplemental aerage for outpdient diug benefs.

Overall, Medicae benetiaries 65 and eer living
in the comnunity were piojected to spend $2,148, on
average 19% of their incomeon out-of-po&et health
car costs in 1997 (based on the Medic&urent Ben
eficiary Suwvey, 1995). Of this out-of-pdeet spending
almost half vas pojected to be spent on dat pgment
for health serices,including 16% thawas pbjected to
be spent on @sciption drugs (Fgure 4)80

Figure 4: Average Out-of-P ocket Health Care
Costs f or Medicare Benefi ciaries, 1997

Prescrip-

tions Denotal
16% 8%
Hos pital
7% Premium
31%
MD/supply/
vision
18%

Part B
20%

Total =$2,149

Source: Adapted from AARP Public Policy Institute/The Lewin
Group

Out-of-podet health car spending constitutes a
substantial peentaye of income ér the pooest benefi
ciaries (35% br those bela poverty, and 50% ér those
belowv poverty and not eceving Medicaid),while it
represents a lwer pecentae of income ér middle- and
high-income benéiaries (10% 6r those bove 400%
of poverty).61

In 1992,the average anmal expenditue for pre-
sciiption diugs was $549 per Medicarbeneitiary (for
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Figure 5: Average Out-of-P ocket Health Care Costs f or Medicare Benefi ciaries
As Percent of Income , by Income Status, 1997

e
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All Beneficiaries  pgor
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Source: Adapted from AARP Public Policy Institute/The Lewin Group

non-institutionalizd enollees),over half of which was
paid out of poket 52

An estimae of the perent of Medicag benefiiar
ies using pesciption dmuugs and the \@erage
presciptions per peson shavs 86% of Medicas bene
ficiaries living in the commnity used & least one
presciption diug duing 1995. The suvey shaved tha
the arerage benetiary used 18.5 @sciptions in 1995.
Benefciaries with dug corerage averaged 20.3 pe-
sciliptions per yar, while those with no drg corerage
averaged 15.3 pesciptions per yart3

Impact on the amber of uninswed The incease
in phamaceutical costs is also being implied in the
increase in theumber of uninswed A portion of the
increase in the uninsed is being #ributed to the am-
ber of workers who dedine emplyer-sponsoed
insurance cuerage. Emplg/ers who offer insuance ag
asking vorkers to pg an inceasingy greaer pecent
age of the pemium costsup to 22% in 1996 &m 13%
in 1988. As a kesult,one in bur workers offered
employer-subsidizd insuance in 1997 ddioed cover-
age, while only 1 in 10 detined in 1987. Hez too
evidence is pointing to the impact thasing phama
ceutical costsalong with the ising cost of hospital
stays and visits to the doctas having on this deline in
coverage, as these cost ineases push upgmiumse4

Impact on HMOsHMOs ae feeling phamaceuti
cal cost incease pessues too. In 1993 HMO spending

on phamaceuticals in Masshasetts epresented 7% of
total medical cax spending Wwile hospital &penses
were 24%. Betwen 1992 and 1993 HMO spending on
phamag sewices in Massdwusetts gew by 7.7%

(compaked to an inaease of 6.5% inwerall medical

spendingf> A year go, Harvard Pilgrim Health Cae

projected thaby 2002 dugs will male up 22% of an
average pdient’s total medical costs hile hospital
expenses will be 20.8%. These parentayes ae also
affected ly shotening aerage lengths of hospital sta.

Tufts Health Planeported a $12.8 million net los®if

1998 and tiributed a pation of the loss to highghan-

expected pesciption drug cost$?

Mangged cae pemiums ag expected to eflect
phamaceutical cost inelases bginning in 1999.
While premium inceases wre held to single dits
between 1994 and 1998B)creases of 10 — 12%epio-
jected br manged cae coverage in 1999.Allocation
of the inceases hae been #ributed to a 3% in@ase in
inflation, a 3% incease in the cost of medical edor
the eldely, and a 1% inarase edcfor drugs and ne
technolagy.68

Impact on Massdwisetts MedicaidMlassabusetts
Medicaid's phamag/ budget has beenrgwing 15 to
20% a ear Pr the past thee years. At that rate of
growth the Dvision predicts tha by 2003 the dug
budget would overtake acute hospital s@ce expendi
turesse
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Figure 6: Allocation of Basis f or Project
Premium Increases
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Source: Adapted from B. Mehl and J.P.Santell, 1999

Impact on hospitatlsGroup puchasing oganiza
tions pedict pice incrases in 1999 of 3%of
contracted dugs,5% for non-contacted dugs,and 8%
for curent and nely maiketed dug pioducts?®

Does DeceasedAccess to Phamaceuticals Result in
Greaer Costs Elsehere in the Health System?

While dug expenditues inceased § around 12%
anrually between 1994 and 199@nrual increases in
drug piices were only 1 to 2%. Thus,it appeas thd the
increase in gpenditues is due to an ineased utiliza
tion of diugs as wll as the high cost of medrugs
enteing the maket. Substitution of drgs fr other
health sevices has been cited as a cost-shifting-phe
nomenon thianeeds to be consid=d when assessing
the impact of inazased ependitues br phamaceuti
cals.

As noted ly the editor ofinquiry, "marny phama
ceuticals panit people to woid expensve modes of
treament,including sugety, inpatient hospital cag, and
prolonged inpdient psyaiatric stays."”?

While most Medicaid pgrams hae dda to shav
the efectiveness of medit@mns, much of it is contained
in paid daims dda. Because of the sophistiica
needed to coresively shav the efectiveness of phar
maceuticals patticulady as a substitutionof other
sewices, the informaion is not eadily available to
address the fullange of questionstzout this cost-shift.
More reseach and &aludion on this issue is needéd

In a recent aticle in theNew England durnal of
Medicing Soumeai and Ross-Dgnan cite miltiple
examples of cost sings though the use of dgs. One
such example is the deimental efect of the Medicaid

drug pgyment c@ in Nev Hampshie, where dhroni-
cally ill patients were twice as likly to be admitted to a
much more epensve rursing home as asult of the
decease in their access to pheaceuticals. The
increased costofr the stée contirued &en after dug
access @&s estoed Also, there was a 17-6ld increase
in New Hampshie stde-costs 6r emegeng/ mental
health cae after the sta implemented a poljcreduc
ing use of psysotropic diugs among péents with
schizophtenia. A similar efect from the eduction in
coverage in the Geagia Medicaid pogram has also
been cited3

As noted ly Swartz in Inquiry,”* a lage propor
tion of nav phamaceuticals impve the quality of lié
rather than substitutef moe expensve treament. In
these instancethe phamaceuticals marelieve symp
toms and pevent lage future medical gpenditues or
endle people to wrk without déilitating illness.
Examples intude:

 Cholesteol-lowering drugs tha reduce catiac
disease

 Anti-inflammaories to aid people with taritis
and ecema

* Homone-gplacement thepies
* Pain relievers for bad ailments
* Antidepressants

These dugs ae contasted with a tht type —
"lif e-style" dugs — théa, apart from substituting dér
other sevices,tred medical conditions thiare not life-
threaening (eg., impotence or baldness). Oftahese
drugs ae \ery expensve and aise the question oflvo
should pg — the indvidual consumer or the health
insurance plan.

SectionV: MCO Strategies to Manage
Pharmaceutical Spending

MCOs ae the lagest souce of eimbursement ér
presciption drugs in the non, accounting ér $24.8
billion of the $48 billion eimkursed fom all souces in
1997 and theising cost of phanaceuticals has been
cited as a cause of their diminishingfiis.”>

To improve their dility to manaye phamaceutical
utilization and conil costsMCOs hae instituted se
eral actionsas shan in the @amples outlined bela
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Influencing Plgsician Pescibing Behaiors

Strategies to infuence plysician pescibing
behaior have been institutedThese sttegies indude
the following.

Formularies Formularies ae frequenty used ly
managed cae plans toeduce phanaceutical costsyb
resticting drug utilization to pioducts thaare vieved
as cost-dective. Most MCOs usedrmularies, and
39.1% ae reported to use alosed brmulary.76

Delay in listing nev drugs on érmularies An
important factor incoporated into industy marketing
strategies for product ppmotion is timing Plysicians
and other health pfessionals gneally decide to use a
new product soon after it has been oduced Accord-
ingly phamaceutical companies V&a stong incentie
to promote their poducts healy at tha time. As man
aged cae companies seek ays to dalleng the
primacy of the dug industy in influencing the mscib-
ing pdtems of plysicians, some manged cae
companies a consideing a time delg in listing nav
drugs on theirdrmulary. Under this sceniar, the MCO
would institute a polig that would dely the listing of a
new drug on its brmulary for a peiod of 4 to 6 months
after the dug’s initial release This dely is intended to
interrupt the ptem of prescibing tha is estalished as
the nev drug is pomoted heuly during its initial
launc by the dug companieshecause it is merdiffi-
cult to beak a pescibing pdatem than it is to estdish
one

Physician dug hudgets Some MCOs & provid-
ing physicians with lbidgets br diug expenses and
rewarding those Wo sty within their udgets. Een
though this sttegy has mised citicism among con
sumer adocaes who sugest thathis has the ééct of
limiting the pesciption of needed medit@ans, it is
being inceasing lookd to ty MCOs. The rumber of
physicians in dug risk pools is eported to hae
increased fom 22% in 1995 to an estirtea 46% in
199877

Prior approval: Another tetinique usedypMCOs
to influence povider prescibing is to equire pior
approval for cetain diugs. Pior approval tedniques
are frequenty used or drugs tha are very expensve if
there is a less costlthempeutic equialent dug avail-
able, though thee mg also be othereasons Wy
justification of a dug as medicayl necessar is
required”8 Several stae Medicaid gencies ag also

utilizing prior approval stiategies to mange their phar
macy budgets’®

Counter detailingCoutting physician pescibing
patems has long been &kfocus of the phanaceutical
industy’s maketing stategy. In the lde 19605, ques
tions were raised tha are still relevant dout the
adequag of physician taining in the Gnical applica
tion of diugs,as well as the skills needed to flifentiae
between lage rumbes of competitie and duplicive
products. At that time, it was noted thigphysicians &ce
cettain challenges in dealing with adce, both biased
and unbiasedn phamaceuticals fsm industy detail
men and wmen,advertisementsand other érms of
promotional inbrmation. Other concers indude the
lack of adequte souces of objectie, up-to-dde infor-
mation in useful 6rm on both dug propeties and dug
costs.

Many phamaceutical ppducts ag introduced after
most plysicians in pactice complete theirdming and
they must lean about advances and e products o
side of their drmal eductional expeiience Given this
need the medical car system ¥ default has elegated
responsibility br physician post-gadude phamaceuti
cal eduction to pomotional actiities and meerals
developed and disiibuted ty drug mamfactuers 80
While the FDA regulates the content of prted dug
promotional méerals, the content of dce-to-ace
detailer to plsician inteactions ae not monitoed and
have been tan an almost umgulaed actvity.8!

With the adrent of manged cage, other Pbrces ae
interceding to adance competitie souces of inbrma
tion and edudéon. Innovative eforts ae being
developed ly MCOs and other ganized povider
groups to counter the dg industy’s intensie detailing
and adertising actvities. Among these is a "counter
detailing" stategy, as emplged by Tufts Health Plan.
Under this initidive, Tufts sent out phamacists to visit
Tufts Health Plan pysicians and administer "anti-
dotes" to the m#eting messges of dug companies
Anti-dotes mg include information tha encouages
doctoss to use gneics, for examples?

Future gpproaches The questiongmains open as
to whether a ma stuctured efficient goproad to com
municaing information on nev phamaceuticals is
possile. As phamaceuticals n@ in the Reseah and
Development pipeline a&r launded the issue will
become of een geaer concen. As biotedinology
advances its sophistitian in geneticaly taigeting spe
cific sites the needdr increased pysician knavledge
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and discetion @out competing drg theepies will be
essential.

ication ar becoming mar popular Varations in the
amount age a signiicant factor in enbling the pger to
manae the dug cost. Co-paments and deduclis ae

Plan Common &rmulary: Five health plans (Blue
Cross/Blue Shield Harvard/Pilgrim, Tufts, Neighbor
hood Health Plarkallon) paticipated in a collaorative
effort to develop a poket-siz formulary of commony
prescibed outpéient diugs.

The guide is intended to assistypltians ly com
piling a list of the pdicipating health planscommony/
prescibed outpéient formulary drugs in a eadily
accessile podket siz forma. While it does noteflect
the compehensie formularies of the paticipating
health plansit does povide a comenient listing of the
outpdient formulary drugs commont prescibed
Becausedrmulary informaion changes frequenty, the
common brmulary will be up-daed on a peodic basis.
In descibing their efort, a Massabusetts Medical
Society stdf member stessed thiathe information in
the guide has beengwided by and &the sole dis@tion
of eat individual health plag3

Strategies to Infuence Consumehwareness of Dug
Costs

Other stategies being usedypbMCOs to mange
phamaceuticalsdcus on infuencing consumeneare-
ness of dng costs. Sategies indude inceasing
co-pa/ments,co-pay differentials br brand-name or
geneics, and diecting paients to speci€ phamacies
and mail-oder discount mgrams.

Geneic versus band-namesin 1991,70% of
HMOs mandéed use of gneics84 Approximately
40% of pesciptions filled by MCO enpllees were
filled with geneic compoundsWith the aerage cost of

a geneic drug estiméed from 40 to 70% less than the

equivalent banded poduct,ther is a lage incentve for
the MCO to encoage use of gneics8 The comple-
ity of assuing tha the gneic drugs is pescibed by
the ptysician and thenilfed by the phamacist is the
subject of consideble atention ly the moe aygres
sively manayed health plans. dbicies tha require
membes to py the diference betwen gneic drugs
and band-names mducts vihen the band-name is
requested ¥ either the pisician or member\er a
geneic equivalent ae impotant components to maga
ing the phamaceutical benfi

Partial payment stategies or manaing phama
ceuticals costsPresciption benetis with a equirement
tha the benetiiary pay a potion of the cost of the med

» Co-pyment:The bendtiary pays a co-pgment
at the point of serice, with the cost typicai
varying from $3 to $20 per psciption. The
amount of the co-panent mg be diferentiaed
by whether a band-name or aeneic product is
prescibed Chaging a higher amount of co-pa
ment br a band-name mduct,which is moe
expensve, when a theapeutically equivalent
geneic is available, is intended to encoage the
benefciary to request a gneic or agree to the
phamacists sugestion thaa geneic be substi
tuted Pr the pescibed band-name pduct.
Differentials in co-pgment mg also be used to
encougege beneiary utilization of a brmulary
versus a hondrmulary product8é

A recent gport in Health Affairs on diug
spending lookd & the use of co-pes on dug
use anddund tha higher paéient diug co-pg-
ments vere associged with signifcantly lower
drug spending in IR plans lut had no dkct in
network planss?

The Boston Globerecenty reported tha
Tufts Health Plan "will doule its co-pgments to
$25 to $35 or cetain top-shelf brand-name
drugs. Other leading health maintenanagaoF
zaions in Massagusetts a& expected to éllow
suit."88

Deductibes: Primaiily used ly indemnity and
self-insued emplger goups,deductiltes ae
also @ining populaity with HMOs as on-line
point of sevice daims pocessing maks calcula
tion and notifcation of up-to-dée deductike
amounts possib. Under the deductib schheme
benefciaries ae responsike for the frst dollar
amount of the phanaceutical bendfiafter which
the insuer pas the est. Typically, deductibbes
are supposed to bgproximately 25 to 35% of
the anmal diug cost. Hwever, because the per
centgges ae calculéded pospectiely they
usually are underestimded, especiaj when
drug costs in@ase damaically.89



14

SectionVI: Initia tives br the Uninsured

Obtaining medictions if one is uninsed or
undeinsured can beihancially prohibitive, depending
on the indvidual’'s income and otheelated factors.
Throughout the counyr there ae rumeiwous eforts
undervay in local comnunities and ¥ providers sev-
ing the uninsurd and undémsured to help them access
medicdions. The following is a bief outline of some of
the ways thd the uninsued and undénsured access or
manae their medicaons.

Drug SamplesAs noted edier, a laige pat of the
marketing stategies emplged ty phamaceutical com
panies inolve detailes visiting plysicians. There is a
beneifcial by-product of the detailing actity for the
uninsued Often detailes povide samples of mediea
tions to plysicians as parof the detailing visit.
Detailess frequenty will stock and eplenish medicton
suppl cabinets maintained yb physicians in their
offices,or in hospital and &e-standing lmics. The
sample stategy is intended to idfience plgsician pe-
sciibing pdtems though easy access to golucts
(geneanlly those ne/ly released)These samples ar
often impotant souces of medicgons for the unin
sured Samples & often dispensed dictly by a
prescibing physician to an uninsed pdient, when the
physician is avare of a péient’s lak of coverage. As
well, organized eforts hare been initited within com
munities thoughout the coungrto gather samples and
utilize them as p&of an initigive to povide medical
sewices to the uninsed

However, there mg be an undrtunae davn-side
to the use of samplesifthe uninsugd The samples
that are piovided ae usual for nevly introduced pod-
ucts. Therefore, if the ptysician povides samples in
conjunction with a pasciption for the same @duct,
the pdient may have to p& high costs athe phamag
when flling the presciption. This is because samples
are usualy available for a nevly introduced band-name
product thathe mamifactuer is tying to get the plysi-
cian to useand ae likely to be moe costy than othes
alread/ on the maket.

Phamaceutical Rtient Assistance Rigrams
Approximately 70 phamaceutical companies fefr
patient assistance pgrams. Under these initiaes a
physician mg request fee medictions for a specit
patient who qualifes under a pharaceutical compans
eligibility criteria for specifc medicdions.

The piocess to pply for medic&ion assistance is
genenlly cumbesome and laor intensve. In most

casesphysicians ag required to fll out an gplication
and submit it to the marfactuer. Ead compawy has a
specift list of medic#ions aailable under their piéent
assistance pgramming (not all of the compwgis prod-
ucts ae available). In adlition, ead compawy has their
own gpplicaion form, eligibility criteria and pocessing
requirements. Rdew of an gplicaion can tak seeral
weeks,and if the aplicéion is gproved the medidion
will be sent to the pysicians office. Geneally a thee-
month’s suppy of the medicton is made aailable. If
the medic#on is to be contined the plysician nust
regoply on the pent’s behalf Ptysicians andlinics
tha sewve lage numbes of uninsued hae desised
sophisticéed systems to maintain a pipeline of medica
tion suppy through pdient assistance pgrams br
their uninsued paients.

Medicaion Cost Mangement Sategies Patients
who ae uninsued or undensured for their medictons
utilize a ange of tediniques to marge their medicdon
costs. The other costs to the health eaystem thia
may result flom treament equirments and hospitaliza
tions due to non-compliance with medioa regimens
present another seus dallenge. A recent surey by
the Kaiser Bmily Foundadion and the Commongalth
Fund bund th& 24 pecent of the uninsed detined to
fill a presciption tha had beenigen to them ¥ a doe
tor in a gven year, compaed to 6% of those o had
insurance®0

City of Boston td\ssist Eldely and Disdled with
Presciiption Drug Costs andAccess Boston Maor
Thomas Menino has instituted an iniie entitled the
"Mayor’s Diug Car" to be issued to cityesidents
belov 400% of peerty. The initiaive will enale the
city to patner with 40 indpendent phanacies thawill
honor the cats. Cadholdes will be dle to obtain dis
counts obr their pesciptions,as vwell as assistance with
transpotation to paticipating phamacies.

Worcester Health Ougad: Worcester Health Out
read assists uninsed pdients obtain pmary and
specialty cae. As pat of tha effort, free pesciption
drugs ae provided to lav income uninswed paients
through a brmulary arangement and tlough a medica
tion fund

SectionVIl: Senior Phamacy Programs

Fourteen stges,including Massalkusettsprovide
some dug beneits for poor eldely and disaled per
sons vho do not qualify ér Medicaid Eligibility f or
these pograms and their scope of\erage vary widely.
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Co-payments ange from $3 per pesciption to 40% of
drug costs. Bnnsyhania and Ne York both hae two-
tiered pograms,which ae desdbed belov.

Massatusetts Senior Pharag/ Program

Individuals ae eligble for the Massduusetts
Senior Phanag/ Program if they are residentsage 65
or older and h&e lived in the st for 6 months.To be
eligible they must not hae ary other pesciption drug
insurance cwoerage, must not be eligple for
MassHealthand nust hae a goss anoal income of
150% or less of theetleal poverty level (FPL). Rrtici-
pants ae eligble for $750 in bendfs, $15 of which is
deducted upon ealiment as an eoflment fee There
are co-pgments br presciptions and ceain medical
supplies: $3 for geneic drugs and $10dr brand name
drugs.

As of mid-February, 1998 wer 20,000 senier
were enolled. The Senior Phanag/ Program has an
opeiating budget of $30 million,funded ly reverues
deiived from the Childen’s and Seni@ Health Cae
Assistance Fund and the 25-cent tobacco taecass
enacted in 1996.

Several bills ale nav pending in the sta lagisla-
ture to estucture the Massdwsetts Senior Pharagy
Program. Most of the billsaise income elidpility f or
the Senior Phamagy Program to 200% of FPL
($16,500).As well, some of the billsemove piovisions
currently in place thadisqualify paticipation in the
Senior Phanag/ Program for those with other insur
ance coerage thd provides some phanag/ beneit.
Remaoal of this estiction is intended to mak the
Senior Phanag/ Program the pger of last esot, avail-
able to those Wo ae income eligble after thg have
exhausted their other phaag/ beneits. Other povi-
sions of pending bills ifade mising the ca from $750
to $1,500.A catastiophic caoverage program has also
been poposed thawould raise eligbility to 400% of
FPL for individuals after thg have spent wer $8,000 on
medicdions. Futher, there is a poposal to intude the
disébled by expanding eligpility f or the Senior Phar
mag/ Program to all otherwise eligle Medicae
enmpllees.

The fllowing ae highlights fom two other stees’
phamaceutical assistanceggrams,Pennsyhania’s
PACE and RCENET piogram,and Nev York's EPIC
program, both of which are stuctured diferently than
the Massdtusetts pogram.

Pennsyhania’s FACE and RCENET Pogram$!

Pennsyhania's PhamaceuticalAssistance Con
tract for the Eldely (PACE) program is a tvo tiered
initiative, with different income elidpility requirements
for eat tier. Both ties receve the same lel of bene
fits. The frst tier the FACE program, is for lower
income indviduals and equires co-pgments and does
not have a deductile. The second tier -ACENET -- is
for a higher income biket, and equires a deductile
of $500 and higher co-pments.

To be eligble for PACE, as of Nowember 211996,
the combined incomedf maried gplicants nust not
exceed $17,20(nd the anmal income or single apli-
cants nust not &ceed $14,000 dirg the calendarsar
prior to goplication. Income eligoility f or PACENET
ranges flom $17,200 to $19,20@mf maried couples
and $14,000 to $16,000rfsingle indviduals. Co-pg-
ments br PACE ae $6 per pesciption. Co-pgments
for PACENET ae $8 br geneics and $15dr brand
name medidéons.

At the end of 1997the fourteenth ar of the
PACE piogram,there were 250,671 RCE cadholdes
enmplled in the pogram. This number is signitantly
less than theumber of enoliments & the height of
enmpliment in 1988the fourth year of the pogram,
when enoliments totaled 477,772.

As an indicéon of hav increasing phanaceutical
costs ae efecting the RCE program,an anaysis of
PACE ependitues br 1991 though 1997 shws tha
despite delining enmllments(a 31% deaase dung
this time) and a 17%ecease in @ims total expendi
turesincreasedsbout 6%,to $123,482,056.

The Pllowing is a summarof PACE expenditues
in 1997 ly age and se.

Figure 7: Expenditures P er Participating P ACE
Cardholder b y Sex and Ag e, 1997
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Figure 8: Number of Claims P er Participating P ACE Cardholder b y Age and Sex,1997
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PACE ependitues per paicipating PACE cad-
holder in 1997 anged from $903 to $1,023ybage
group for women 65 — 89eass of ge, and fom $864 to
$973 ly age goup for men 65 — 89 gars. For those
over 90,the xpenditues deceasewith expenditues
for women &4 $791 and ment&761. The rumber of
claims for paticipating PACE cadholdes duing tha
time ranged from 33.1 to 36.2Yage goup for women,
and fom 28.4 to 32.8Yage goup for men.

New York’s EPIC Initigive

New York enacted its Eldéy Phamaceutical
Insurance Cweerage (EPIC) in 1987 to help Yo and
modegte income senior citens puchase pesciption
drugs. Nev York residents a eligble if they are over
65 and hae incomes belw $18,000 if thg are single
and $23,700 if theare maried. EPIC is the pger of
last lesot for senios with other pesciption coverage, a
modification enacted in 1996.

The EPIC pogram povides two different types of
coverage — compehensie coverage for those with
lower incomesand caastiophic caverage for senios
with more modeate incomes Wo have higher medica
tion costs.

For compehensie corerage, eligible senios py a
small anmwial fee (angng from $20 to $76). Eoflees
then pg a co-pgment (angng from $3 to $23) &the
phamag for ead presciption they purchase Once
patticipants spend a speigtl amount on co-ganents,
all medicdions thg purchase 6r the emainder of their
coverage year ae piovided & no dhamge.

For caastophic carerage, senios who join pgy
either a substantigll higher premium or meet a
deductitbe.

Women
M Men

90+

« Senios enolled in thePremium Planreceve the
same bendk as those wo have Compehensie
coverage. However, the anmwial fee manges from
$302 to $414.

85-89

* Senios in theDeductible Planjoin without pg-
ing an annal fee Insteadthey are required to
meet an anmal deductite rangng from $468 to
$638. Once the deduclibis metthese ervllees
pay only the co-pgment amount ($3 to $23pif
the lemainder of the a@rage year

In response to déining enmoliment, New York
Stae passed Bgslation inApril 1998 to impove EPIC,
reducing thedes some senismpa for coverage, and
eliminating the lage differential in pemiums betwen
compehensie and ctastiophic

During FY97,107,767 senia used EPIC to pur
chase 3.4 million msciptions,costing almost $142.2
million.

Enrollment in the EPIC mgram has also been
dedining, with enoliment deceasing iy more tha 5%
from the pevious year Despite a 3% cost-ofvling
increase to income limits irmdualy 1996 and enhanced
outread eforts, fewer senios joined and ma can
celled their coerage.

During FY97 the serage EPIC paticipant pur
chased 37 msciptions, costing $1,572. EPIG’
enmwllees ae reported to be older anddiler than other
groups of seni@. They are also barmcteized as using
more presciptions,with most paticipants using ma
than bur medicéions sinultaneous}.

While EPIC paticipants all hae dug utilizaion
rates vell above the @neal eldety populdion, there is
a subgoup of enollees with especiaflhigh diug costs.
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For FY97,slightly more than 20 per cent of the 107,767 ments.These senia sufer from cdastiophic illnesses
senios who used the mgram had anumal dug costs of  sud as kidng disease and odiac failure.

more than $2,000These 22,370 seni®puchased 1.4
million presciptions,accounting ér 41 pecent of the
presciptions puchased and 56 pegnt of pogram pg-

The Pllowing is a summar of the hamcteistics
of some of the sta-sponsard phamag programs.

Table 1: Characteristics of State Pharmac y-Assistance Pr ograms
for Elderl y and Disab led Persons 93

Charec teristic Pennsylvana Pennsylvana NewYor k M assc hu setts
Year 1984 1986 1987 1995
Eligibliy
Age
Ed erly >65 >65 >65 >E5%*
Disad ed NA NA NA
Income
Shde <$14,000 <$16,000 <$18,500 <$12,804
Married <$17,200 <$19,200 <$24 ,000 NA
Di scourt Other Other Medicaid Medicaid
Copay $6 $3 gereric $3 10 $23 $3 gereric
$15 brand Percog $10 band
Deductibk None 500 None $15/fee
Cap None None None $750
Drugs MosDrugs Mogt MA
red Mog Drugs Mog D rugs Farmulary
Soure d Ldewy Laewy Genera Fund Tobacoo Tax;
Fundn g
Health Care
Assistance Fund
Enmo Im ent 260,000 12,889 94,800 24,000
Proga m Cost
Pe
Pat icp art $855.35. NA $582.00.
Per Year $222 .39mil NA $55.17mil $30m *

*$30 million is available anmually, but spending is lesprojected 8$15,537,094dr FY9994
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SectionVIll: Role for the Stae

Govemment intevention in the phanaceutical
industly in the United Sties is pimairily focused on
assuing the saéty and dficacy of medicaions though
the authaity of the FDA. Congessthrough leyislating
paent potections and tax edits,has ceded incenties
for the industy to aggressvely invest in eseach and
development actiities tha are resulting in a host of me
drugs being intnduced edt year, while doing nothing
to limit prices.

As concen with the impact of in@asing dug
costs is beingdlt naionwide, and paticulany by the
eldety, staes ae seeking to detarine wha if any
efforts they can tale to contol cost inceases.

The following is a summar of some possie
options br Massahusetts.

Option I: Restructure the Senior Phar
macy Program

The Massagusetts Senior Phawag/ Program
(SPP),as desdbed @&ove, provides phamaceutical
assistance to eligle residents ver age 65.

Interest in estuctuting the SPP has been height
ened with the mremption ly the Balanced BudgAct
of 1997 of the Mass#&eisetts lv mandaéing phama
ceutical coerage as a mvision of Massalsusetts HMO
Medicae coverage. The following components of a
restiuctured pogram ae curently under eview in se/-
eral bills nav pending in the Masshasetts Lgislature.

Restucturing Options

Expand eligpility : Income eligpility f or the Mass
achusetts SPP is <150% of thederl Poverty Level
(FPL),or $12,084.This is lov in compaison to other
staes. (Sed@able 1 for other stte income limits.) Most
proposals ér restiuctuiing the Massduwusetts psgram
recommend in@asing elighility to 200% of pwerty.
There is also aleast one mposal to intude the dis
abled by expanding the SPP to ihade all Medicae
enmpllees.

Raise the ga In 1992 the werage anmal expend
ture for presciption drugs naionally was $549 per
non-institutionalizd Medicae benefiary. While
expenditue expelience inbrmation is not \et available
for the Massdwusetts SPRimilar programs in other
staes hae generted daa thda may help inform policy-
makers consideing the curent $750 cp in the

Massabusetts SPP One l@gislative poposal vould
raise the cuent cg to $1500. (See grious sectiondr
information on the Bnnsyhania and N& York expeti-
ence)

Neither Nav York nor Rennsyhania cg their sen
ior phamagy programs.

Eliminate the estiiction for those with other drg
coverage benefs: Under curent lggislation, individuals
who would otherwise meet the eilmglity requirments
for the Massdwusetts Senior Phawag/ Program ae
preduded flom enplling in the SSP if thehave corer-
age for diug beneits, suc as those senisenolled in
HMOs. This past gar, after the eliminéon of the man
date for an unlimited pesciption drug benet by
HMOs, the HMOs tianged their policies so thaall
plans wuld indude some drg coverage. All plans
have cgs on benafs, which, with one eception, are
equal to or laver than the SPPThe SPP s ceaed in
an en of unc@ped benefs; since HMO dug corerage
is no longer full, having access to some pmmn of a
benefi is not enough. It isxpected thathe HMOs will
curtail the quatery drug benet and incease co-pga
ments e@er time and senios will be faced with
increasingy greder out of poket expenditues br their
medicdions. Eliminding the estiction on other ceer-
age for eligibility would pemit the Massagtusetts
program to become a par of last esot for senios,
after thgg have exhausted their other phaaceutical
benefis.

Creae a two-tiered piogram Several stdes,
including Rennsyhania and N& York have creaed a
two-tiered pogram for senior phanaceutical benés.
In addition to poviding coverage to the lavest income
a second tier as deeloped thaprovided caerage for
a higher incomemup,with a deductike and higher co-
payments.

In Pennsyhania the RCENET piogram seves a
higher income ange than the RCE program, and
requires a $500 deductiy as well as higher co-pa
ments.

In New York, EPIC’s Cdastiophic pogram,offers
either a pemium or deductile for modesate-income
eligible paticipants,as well as co-pgments thaare
higher than thoseof low-income enollees in the Com
prehensie piogram.

Other gproades to ceding a second tierofr
those &higher income could inede gadually lower-
ing the c@ as income in@ases. Under this scerar
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there would be a cp of $1,200 6r those with income
below $12,000. The ca would decease i $100 br
ead adlitional $1,000 of incomeending & $700 br
those with income bewen $16,000 and $17,000his
approac assumes than indvidual can pg $100 out
of podket, or 10%,0f ead adlitional $1,000 ér income
for dugs.

Mandae paticipation in SPP of all phanaceuti
cal companies pdicipating in Massabusetts
Medicaid When the SPP as esthlished the DMA
asled phamaceutical companies tatend their ebate
policies to SPP Mary companies greed but some
refused to pdicipate and consequentthere ae some
medicdions tha are not coered under the pgram. A
stae mandee requiing phamaceutical companies par
ticipating in Medicaid to rtend the samesbaes to the
SPP pogram would eliminae this obstae to their
medicdions for eligble senios.

Option II: Crede a Phamaceutical Insur-
ance Pogram for all Massadusetts
Medicare Enrollees

The dhangs in HMO dug coverage policies ag
escaléing the cisis in the affordability of phamaceuti
cals br senios. Leading authdties on health insance
in the stée indicde seious doubt theHMOs will con
tinue to povide presciption drug coserage for senios
in the long tem.

As HMO coverage disgpeas,and pemiums or
supplemental insance with dog coverage become
unafordéable for most senia, there will be an inceas

Table 2: Estimated Cost of Five lllustrative Medicare Drug Benefi

ing demand on the Senior Phreagy Program for those
within income guidelinesThose &ove the income
guidelines a& vulnesble too,as medicdon costs con
tinue to rse and cegin conditions equire exceedingy
costly medicdions,jeopadizing the sthility of middle
class senior citiens lving on fiked lesouces.

To adlress this concer Massabtusetts should
consider deeloping a Phanag/ Insuance Pogram for
senios and Medica beneitiaries. The fact thd the
private sector has pved unwilling to povide sud
insurance shemes indicees the needof some st
subsidies; theinact magnitude and thewerall sustain
ability of the piogram will vary consideably, depending
on the vay the pogram is stuctured

The Ndional Acadeny of Social Insuance eports
that adding a dug benet to Medicae would adi
between 7% and 13% peegr to Medicag costs.The
constuction of the desigrand cost and administion
of sud a benef raise dificult pulic policy questions.
Among these is two should bear the costs of aigiben
efit and whether subsidies should beopided to help
lower income bendéfiaries py costs bamne by pattici-
pants.Also to be consided is the question of koto
address the issue of mdrse selection and ko to
encougege lover-cost indviduals to enter theésk pool,
thus lavering the costs dr all beneiciaries. The
National Acadeny’s Medicare Brief includes a pesen
tation of findings flom a commissionedeport by the
Actuatial Reseach Corporation shaving the costs of
five illustrative diug benetioptions. Pesented belw is
the summay table from thd report.95

ts, 1999

Benefit Cost Per Beneficiary Pete It Inaea sen
Med car e Cods

$200 deductb e 20%c oinar ance $2000m aximumb enef it $610 10 0%

$200 deductb Ie 50%c oinar ance $2000stop b s $463 7.6%

$200 deductb Ie 50%c oinar ance $3000stop b s $443 7.2%

$500 deductb Ie 20%c oinar ance $2000stop b s $530 8.7%

$200 deductb Ie 50%c oinar ance $1000stop b s $552 9.0%

Source: National Academy of Social Insurance, 1999. Estimates by Actuarial Research Corporation, based on data from 1995

Medicare Current Beneficiary Survey
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Following are some possib gpproades br a stée
Phamag Insurance Pogram for senios and Medica
enmwllees:

Anrually Rengvable Coverage

Under this aproac enollees would pgy a pre-
mium, plus a deductile, with the insuance carer
picking up their phanaceutical costs after théave
met a deductile. The poligy would be enavable ead
year

The lkey consideation to the vidility of this type
of program is whether it is dfered to the sti@’s senior
citizens on aeluntary or mand#ory basis.

A voluntaly program rises consideble concen
with its long-tem viability, a factor tha has peduded
private insuance companiesdm offering sut poli-
cies. Dug ependitues ae highly predictéble in the
shott run. Thus,the main concer with a wluntary
anrually renevable program is thaan eldely individ-
ual, once diginosed with atwronic condition suls as
diabetes,arthritis, heat disease et¢cand pescibed
medicdions to mange it,can gneally can be gpected
to take the medictions contimousy duiing the emain
der of their lietime At such a point paicipation in the
program would be @pealing

Therefore, an anmally renavable policy runs the
significant isk of being apealing ony to those seniar
who spend ma than the sum of thegmium and the
deductilte ead year These a& mong-losess for the
underwiter; very few eldety who have low expendt
tures Dr their pesciption drugs would join wluntaily,
and &en fewer would sty in the long un. The insur
ance poduct then dces stong aderse isk selection
and the cater will end up subsidizing the highgmi-
ums to ender them dbrdable, and underwiting the
predictale losses.

One vay to adiress this agerse sk selection is to
render the pygram mandsory. Under this scengr, all
eldety in the st&e will be required to join; intuding
people with lev expenditues,thus,shaing the costs of
the neediest onesThis increase in theisk pool will
drive pemium costs dan. While stae subsidies ma
still be necessgydepending on Were the pemium and
deductibes ae seta mandéory program would mink
mize the amount of sta subsig required

The main caea of this gproad lies in its
enforceaility; people with lav expenditues mg
choose to estdish resideng in a neighbang stade or

ary other vay to cicumwent the equitement.A second
caved are the dificult politics involved with aly form

of mandaory purchased inswance poliy (e.g., While

this stde doesequire mand#ory automobile inswance

no one is equired to puchase an automobile In a
voluntaly insurmnce pogram, incentves nust be
included to discolage fisk selection.These incenties
could indude signifcantly higher deductiles or spa-

rate risk pools br late enpllees or e-enollees.

Lifetime Coerage

Under this gproad, upon eligbility f or Medicag,
all Massabusetts esidents will be déred the option to
join an insuance pogram tha covers his/her dug
expenditues once a cé&in anmal deductibe is met.
An individual who elects not to enter theggram d age
65 will either be adminisétively prohibited or fnan
cially discoueged from enteing the pogram d a laer
age. (The later gproad, i.e., the requirrment tha
membes who join lade pg a signifcant pemium
penalty has as its mcedent MedicarFart B policies.)

This gproad is based on the urgdictaility of
drug expenditues in the longun. A relaively healtty
individual & age 65,who has lav drug expenditues,is
completey uncetain @out the dug expenditues he or
she might incurteage 75,and &en less sotage 85.

Therefore, in order to insue him or heself from
future potentialy exorbitant coststhe piogram will be
structured so thaan indvidual has an incente to join
as soon as he or she becomes Medietigble (by oth
erwise fcing stif financial and adminisétive
penalties).At this point,individuals with lav expendi
tures will be net conibutors to the pogram, thus
ensuing inflows to the systemAt a later age, these
same indriduals would expect to be arss-cwered by
those punger and healthier indiduals who ae contin
uously entemng the system after them.

At the piogram’s inception, the eldely who cur
rently have very high costs wuld be epected to join
the pogram,with their medicdon costs coss subsi
dized ly the younger and healthier oneshw face a
financial and administive penalty if thg dont join at
the star of the ppgram. If the pogram tuns out to be
successfulprivate mangement though an anunal or
bianrual bid could ensierits adminisitive robustness.

The pogram would fedure thire componentsa
deductilde, premium and co-panents.There ae two
approades to be consided:a compehensie program
and a ctastophic pogram.
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Compehensie program The lover the
deductilbe, the moe compehensie the pogram,with
individuals eceving the bendf of smaller out of
podket expenditues.At the same timethe piogram
must be stictured to be faancialy viable, and the leel
of deductilbe will be an impotant consideation. As has
been noted @wviously in this report, the aserage diug
expenditue of a Medicae enpllee was $549 in 1995.
The Naional Acadeny of Social Insuance eport pro-
jected th&ain 1999 the werage diug expenditue was
$949. Monthy premium pgments and co-panents
would also be inleided in which case the deductid
would be adjusted acatingly. As a point of eference
the Medicae pat B premium is dout $50 per month.

Catastrophic piogranm Another gproac would be
to develop a ctastiophic poogram,with a signifcantly
higher deductite, which would diive program costs
down, and also entale a lover pemium. Sub a cda-
strophic pogram would be &ractive for healtly senios
of age 65-70At the same time a high dedudébmay be
prohibitive to those @lower incomes. Haever, under
this scenao the Mass Senior Phaag/ Program could
be estiuctured to help lav income seni® patly pay
costs of their deductie, with the pecent cwered
income-deendent.

The deductikes could also be sictured so tha
enpllment in an HMO could bepgpealing in thathe
amount of the deducti® could be metypthe HMO's
beneft. Thus,for example if an HMO offered a $500
phamaceutical bendfia senior wuld enpll, as vell as
purchase the phamag insurance poduct with a $600
deductibbe. If the senior maximiezd the HMO bendf
he or she wuld then ony have an out of poket
deductibbe expense of $100 plus co-pments the dif
ferential betveen the HMO benéfand the insuance
product benefi

An additional polioy tha could complement the
program is the adoption of afmulary, in an efort to
drive costs dan. With the potential amber of

enmollees,the pogram would have access to substantial

discounts andebates flom the phanaceuticals in ater
to grant access to their ggs in the érmulary which
could be utilizd to educe subsidi and deductile
costs.

Consideations

Implementing a Massaasetts Senior Phaagy
Insurance Pogram has seeral caveds tha must be con
sideled The frst is tha Massabusetts wuld be

engaged in an uncéain domain of the health inaance
maiket, with all private players harving withdrawn. The

extent to which a lifetime gproad could sole the
problems of the isk selection@mains to be seen. e

ever, by enteing the maket, the stde will assume
responsibility tavards indviduals thajoin a age 65-70,
promising to ceer their phamaceutical gpensesdr

the rest of their Wes. If for ary reason the mgram

becomes insoknt,individuals th& have paticipated

and contibuted mong into the pogram will fail to

recevve the suppdrtha they expected wen thg need
it, severely undemine the cedibility of the stée.

The second aeed is tha the stée would become
engaged in an aga of health insance vhere costs
increases a generlly beyond the conwl of ary
administator (aging populdion, cost shifting etc)As
staed in Section Idrug expenditues ae epected to
sumass hospitalizeon costs in the ne three to bur
yeas. Rgardless of ha well the pogram is adminis
tered, premiums will @ up, simply because dig
expenditues incease aster than another component
of the health car sectar Inevitably the ite of pemium
growth will be compaed with the MCOs Medicar
padages,whose pemiums will incease ta lover rate
as thg are indusive of other agas vihere costs in@ase
at a lower rate (inpdient cae etc) as wil.

The pogram would require a signifcant
deductilde, again gaduded by income with those
belov 200% of peerty exempt, and those laove
required to p& an inceasingy larger, income-d@end
ent deductike. Monthly premium pgments vould also
be induded Co-paments vould also beequited, with
those belw 200% of peerty paying under $3 a g
sciiption, and those wer pging a gadually increasing
shae, cgpped & a speciic per pesciption amountas
well as total anmal amount.

Another concar is the impact of a st@a program
on the sttus of etiree dug benefs.

The adiantaye of a stée program is tha a lager
number of seniar would be &pected to be ifaded in
the tisk pool,thus speading the costs of the k&st and
most vulneable acoss all of the eldéy. With senios
at all income leels paticipating, and a stie subsig for
the pogram,the costsdr presciption medicéions for
senios will then be shad by all residents of the sta
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Option Ill: Pharmaceutical Companies
Establish Uniform Eligibility , SingleAppli-
cation Form, and a Standad Process dr
Accessing Rtient Assistance Pograms in
Massadusetts br the Uninsured and
Underinsured

Overview of RatientAssistance Rigrams

While more etensve reforms ae neededthe
industry itself can plg a mle by making its p&ent
assistance pgrams moe accessile. Curently most
phamaceutical companiesqide access to a limited
number of dug pioducts though indigent pdient assis
tance pograms. There ae over 70 companies firing
paient assistance pgrams. Eals compag has deised
their ovn goplicaion processegligibility criteria, and
access indfrmation. These pograms ae almost unier-
sally administatively cumbesome time consuming
and ldor intensie on the pdrof those helping an unin
sured or undensured pdient access meditians. The
medicdions aailable through these grams hang
frequenty, as do phoneumbes to access thenthe
application forms to gply for assistangend the dte-
ria for eligbility. Efforts in the pastypadvocag groups
to get the phanaceutical companies to samline their
indigent paient assistance pgrams ly developing a
single enty point,uniform ciiteria for eligibility, and a
standad goplicaion form, have not been successful. In
the pastefforts to get the companies toark together to
devise a unibrm system hee stalled as the companies
raised their conces with being accused of antiist
violations if they act colldoratively.

Role br the Stée

Massabtusetts ma be dle to cowince the phar
maceutical companies tugh laislation, advocag
and pofessional ppeal tha the curent ineficient,
labor-intensve and time-consuming @cess thathe
companies ha estalished to help the uninsed obtain
phamaceutical assistanceust and can behangd
Massabusetts could prvide ndional leadeship by get
ting the phamaceutical indusyr to improve its
performance in marging these psgrams. Phanaceu
tical compag paticipation in eforts in the stte to
improve these pygrams could be aequirement or
inclusion of poducts on the sta's Medicaid érmulary.

Option A: The phamaceutical companies could
take the lead in esklishing a Massdwusetts paent
assistance pgram tha provides access to the fent
assistance pgrams br all phamaceutical companies.

Using a toll-fiee tel@hone access poirithe phamaceu
tical companies could ehk physicians in
Massabusetts to pply for paient assistance thugh a
single phone mmber regardless of the drg being
sought or the compgroffering it. Nev comrunicdion
technologies could be used to enhance thigcegncy
with which these psgrams opedte, reducing the time
currently being spent ¥y physicians and stébn trying
to navigate them.A uniform gpplicaion form agreed to
by all companies marelieve the administtive kurden
currently facing health pviders who nust ty to keep
with up a least 70 indiidual companiesorms. Mak
ing the pplication easiy available through a phone call
and wer the Intenet,with submission via the Inteet,
would also be an impwement in curent opeations.
The companies could delop and use standheligbil -
ity criteria for all programs paticipating through
PhRMA.

Option B If anti-trust concens ae ajain raised ly
the companies as brars to their collectie eforts to
develop a steamlined unibrm systemthe stae could
corvene an authdly to manage pdient assistance
access to meditians. Under this sceriaf the author
ity would defne uniform eligbility criteria, a single
access point standat goplicaion form, and maintain
a list of paticipating companies and theudys thg are
providing. In this way, the dug companies wuld not
be engged in collectve action,but rather would be
dealing solegf with a single stig-sanctioned authiby
tha would work with ead compag as a sparate entity
and deelop the unibrm program. The authaity would
also be bamged with gproving goplicaions in accor
dance with estaished eligbility. The phamaceutical
companies wuld be loolked to br funding br either
option.

Option IV: Develop a Stae-wide Purchas
ing Cooperative to De@en Discounts and
Utiliz e Rébates to Piovide Presciiption for
the Uninsured

Legislation entitled "AnAct to Reduce Outpint
Presciption Drug Costs and Expand erage"
(H.2886) has beendid in Massalgusetts to eshlish an
outpdient presciption drug cost eduction and oger-
age epansion pogram within the Dvision of Health
Care Fnance and 8licy.

The pogram is intended to "seek to obtain the best

prices and widest a®rage for all Massabusetts
patients equiing covered outpéient presciption
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drugs." To this endthe lggislation would authoize the
Commissioner of the Dision to ngotiate with phar
maceutical maufactuers to secus the lagest possile
discount andebate for outpdient presciption drugs.

Under the poposed lgislation, in order for a co-
ered pesciption dug to be dispensed in the
Commonwvealth,the mawfactuer nmust hae enteed
into and hae in efect an greement with the Commis
sioner on behalf of pents equiing covered outpéent
presciptions. Ther ae povisions limiting the lgisla-
tion, including a peexisting discount or ebate
agreement betwen a manfactuer and an entity tha
would predude the Commissionerdm neyotiating a
discount or eébate ggreement.

However, notwithstanding sutexisting discounts
or rebates,the Commissioner could still enter into buc
agreements dr drugs when «isting discounts and
rebaes do not ceer speciic drugs,groups or cicum
stances.The lajislation also povides br equal access
to the discounts andebates br eath wholesaler or
retailer (or other pwhaser epresenting a up of
wholesales or etailers).

The Eebates ngotiated would be deosited into a
trust dedicted as an outpigent presciption drug trust
fund administezd ky the CommissionerThe funds a&
to be useddr the benefiof paients puchasing ceered
outpdient presciption drugs who have incomes up to
and induding 400% of the sta level of porerty or who
spend moe than 3% of their@ss income on a®red
outpdient pesciption drugs.

There ae curently several large kuyers of dugs
and thg achieve an equajl wide \ariety of discounts:

 Large HMOs,or the @en lager piesciption ben
efit manajers (PBMs) thabuy on their behalf
often adieve signifcant discounts ancebaes.
Phamag/ beneit manayers opeate ndionally
and ma actualy have even higher bagaining
clout than the sta. (For example PCS manges
drug beneits for aound 17 million erollees).
The impact of this initiave on HMOs is uncer
tain. Initially they might receve lower discounts
than the cwent onesif the manfactuers try to
discoumrge this initigive. Futher, HMOs would
face higher adminisitive costs,as one entity
(the staée hulk purchaser) hys dugs and another
entity (the PBMs) distbutes them. Hwever, if
the initigive tumed out to be sustaibi@, HMOs
would actualy benefi if the piice adieved by the

stae were suficiently lower than the cuent
price the HMO curently adieves (and high
enough to ceer the inceased adminisdtive
costs).

The staus of Medicaid as one of the &&
largest puchases in this initigive would be
important,as well as complg. The Dwvision of
Medical Assistance as the puwhaser ér the
Medicaid popul#ion, curently receves the best
national piice, in accodance with the mvisions
of the 1990 édeal Omnilus Budgt Reconcilia
tion Act. Whether Medicaid wuld be peduded
from paticipating because ofxasting fedeal
requirtmentsand the impact of their loss of par
ticipation would need to be assessddMedicaid
were not induded and the purhasing initidive
succeeded in obtaining deer discounts than
Medicaid curently obtains under the bestipe
provision, then Medicaid wuld likely beneit
from the initidive, by gaining even deger dis
counts. Hwvever, if the efect of the puthasing
initiative were to lessen discounts because of
fragmentdion in the &isting purchasing goups,
then Medicaid could los@s the cwent level of
discount vas lost. Hwever, because it is higkl
unlikely that sud an initidgive will achieve the
best néonal pice, and assuming Medicaid did
not paticipate, it would be undected

Retail phamacists, are either indpendenty
owned or ae pat of a dhain. Since some of the
chains ae ndional, the dgree to wich they
would paticipate in a stée pucchasing goup to
achieve better discounts then thecurrently
receize would vary, depending on the stngth of
their curent goup.

Individual consumes, either completsgl unin-
sured or laking drug beneit coverage, pay the
highest pices.Any oppotunity for those indiid-
uals to obtain the adntages of deper discounts
and ebaes would deally be benetiial.

Option V: Impr ove Physician Presciibing
Competeny

Whatever arangements a& made ér purichasing
and eimbursement of phanaceuticalsa single inal
common pehway will still have to be adressed — the
need br the plysician andgto a lesserdent,other pe-
scribers,to male a pescibing decision theis dinically
appropriate as vell as cost-dective. If this goal is
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adhieved, it will creae the necesspipre-condition br
arny drug program thd is to be afordable and impove
the pullic health. If this gal is not ahieved no combi
nation of purchasing payment or brmulary policies
will be workable.

One cental issue isesponsike for the shar esca
lation of presciption drug expenditues as \ell as the
often-reported quality poblems of dug over-use
underuse and mis-us&é Tha is, the fact tha there is
presenty no mebianism in place to ensaithd doctos
in the Commonwalth hae curent and commhensie
information aout ideal pescibing practices. Contin-
ing educéon concening medicdéion use is not
required nor nust competencbe demonstted in this
vital area. The phamaceutical indusyrhas beenery
effective in mwing into this wid and poviding physi-
cians with their point of vie concening what drugs
should be pgscibed, geneally in the inteest of po-
moting the use of the costliestogiucts. Ample daa
exists to document thaconsideable improvement is
possilbe in physicians’clinical decision-making in this
area,especialf concening diug use in the eldbr.

It is entirely within the c@acity of the Common
wealth to enswe tha every physician pacticing in
Massabusetts mst possess the kntedge necessarto
make accuate and cost-ééctive prescibing decisions,
and demonsé#te sut competeng at regular intewvals.
A vaiiety of means@st to read this gal,alone or in
combindion:

a)Requie thd a plysician (or other msciber)
demonstate a basic Ieel of knovledge eout
current phamacolaic the@py and cost-dec
tive prescibing in order to enev licensue
and/or to eceve reimbursement fom the stee
Medicaid pogram;

b) Crede a céegory of required CME (Contining
Medical Educ#ion) couses,analaous to the
current requirrment br risk-mangement edu
cdion, required for re-licensue. (Note th& most
obsewers believe tha the demonsation of
competeny, as in (a) bove, is far preferable to
the mee cetification of &tendance tea seies of
lectures.)

c) Develop a stee-wide pogram of eductonal
outread ("academic detailing") in hich the
most curent information on gpropriate pre-
sciibing is ofered to plysicians on aeluntary
basis though a pogram sponsad ly a medical

school or other notdr-profit entity, similar to
the way in which drug mamfactuers success
fully influence pescibing through sub brief

one-on-one intexctions,on an onging basis.
This gproa has been sk to signifcantly

improve prescibing in several large-scale stud
ies (eg., Avorn et al. N&v England dumal of
Medicine 1983 and 1992) and is pemtly in

widespead use in manpats of the vorld; it has
been shwn to sae considesbly more than it
costs.

Whatever other aproaches ae put into place to
improve access to meditans in the Commonwalth,
they will all require the concuent deelopment of po-
grams to ensw tha the pescibing decisions thia
undetie all medicdion use a& impioved as ell.

Option VI: Pharmaceutical Liability

One of the dfficulties in deeloping efective stae
strategies to infuence the pharaceutical indusyr sud
as impoving perbrmance of their péent assistance
programs,is finding the leerage points thathe stae
has with the phanaceutical companies toibg aout
an impovement.

Unlike so mag other components of the health
car systemthe stée does not hee regulaory authoity
over the phanaceutical companie§Vith regard to pur
chasing pwer, under the cuent cicumstances,
Medicaid is the sta’s lagest phamaceutical pur
chaserbut its dout as a puwhaser has been dieéd a
the fedeal level, under povisions of the 1990 OBRA
legislation.

It has been notethowever, tha the phamaceutical
companies & concened with the aration in liability
systems in place in elastde. As PhRMA epotts, stae
health-cae liability systems hae had an impact on
reseach and deelopmen®’ Under the cuent ligbility
systemjn which eat stde has diferent lavs and thes
are s@arate ules in £deal couts,damae avards can
vary widely. Patticularly troulding to PhRMA ae puni
tive damages and joint and seral liability.

In further discussing their conaes with punitve
damayes,PhRMA notes thia

"In most stées,a phamaceutical compagn
can be held lible for huge punitve damae
awards e/en though all digs nust meet
FDA's stingent gproval standadls....Four
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staes do not allev claims for punitve dam
ages — Massduwsetts, Nebraska, New
Hampshie andWashington.98

An effort to cost out the benétha this piotection
affords the phanaceutical indusyrin Massabusetts
may be helpful as issuesise thd require stde neotia-
tion with PhRMA and the inglidual companies.
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APPENDIX A

The Derelopment of a Nev Drug

The following overview highlights ley phases in
the deelopment and inaduction of a ne drug.

OVERVIEW OFTHE DEVELOPMENT PBCESS

Ten to ffteen yeass can elpse bebre a compound
that is synthesied in a lédoratory can enter the miet
as a ne drug. The following stayes epresent ditical
pahways in the pocess of deslopment:

* Pre-dinical testing This phase inlades the syn

assessment of theuwdy's eficacy and the side éécts.
The needdr stdistically significant results as wll as
the need dr identification of relatively rare adierse
events @plains the lage rumber of p&ents.

* New DrugApplicaion (NDA): If after the dini-

cal tials the companis confdent dout the alue of the
drug, it fills a Nev DrugApplicaion (NDA). The NDA
contains all of the scienidf information tha the com
pary has gthered

» Approval: If the FDA approves a NI, the nav
medicine becomesvailable for physicians to pescibe.
However, the compay must contirue to submit per
odic reports to the FI3\, including ary reported cases of

thesis of a kemical compound and the subsequent adverse eactions,and gpropriate quality-contol

laboratory and animal studies to indies(1) the biolgi-
cal actvity of the compoundgainst a specif disease
and (2) the satfty of the compoundNo test on humans
takes place fathis phase This phase lastsbaut 7-8
yeass,and ony one in one thousand compounds mak
to the nat phase

* Investicational Nev Drug (IND) Applicétion:
Having decided dung the pe-dinical testing vhich
compounds seem to V& the best biolgic actvity
against a diseaseas well as the least sidefefcts,the
phamaceutical companfiles an IND aplication with
the US. Food and Dug Administration (FDA) to begin
to test the dig on humans. Bewen theifling of the
IND application and the p&nt gplication, the dug is
covered by an anmial piovisional paent,however, the
filing of the IND aplicaion stats the "p&ent tem
clock." The paent tem is 20 ears.

* Clinical Trials, Phase:l These a& the irst tests
on humansThey involve a small nomber (20 to 80) of
healtty human wluntees. The daa retrieved is used to
study both the dug’s saéty as vell as its phanacokk
netic  pofile (its &somption, distribution,
metdolizaion, duration of action andxcretion). Usu
ally this phase lasts one todwears. Ony if a diug is
sak enough to be tolated by healtlty voluntees will it
male it to the net phase

e Clinical Trials, Phase I This phase aims to
assess the fdctiveness of the dig, i.e. the etent to
which it tamgets the spedié disease Phase Il tals
involve éout 100 to 300 elunteer p#ents with the
specift disease and lashaut two yeass.

* Clinical Trials, Phase Ili This is the most
expensve phaseit usually involves 1,000 to 3,000
pdients in dinics and hospitalsThe taget is the gact

recods.

e Clinical Trials, Phase 1 For some compounds,
the FDA requires adlitional tiials, which are conducted
after the dug has akad/ enteed the méket. The pur
pose of theseitils is to @aluae long-tem efects of the
drug.

Since 1995the FDA has manged to shaten the
approval process. Hwever, companies ha to conduct
additional trials duing the pe-dinical and dinical
reseach stajes, which lengthened the delopment
time. See gure 1 belov.

CURRENT RESEARCH FOCUS

The two-year total of ne thempeutic @ents
approved ty the Food and Dug Administration in 1996
and 1997 syrasses theumber of @provals for ary
previous two-year peiod, although the amber has
dropped somehat in 1998. Of the Ne@ Molecular
Entities (NMEs) aproved, "eight were tageted br
heat disease and stke, and seen for the teament of
patients with cancer; the othemwere osteoparsis
drugs, anti-infective aents, and antilypemglycemic
products. The NMEs aproved ae for tredment or pe-
vention of 39 diseasesfatting 160 million peopléa

Today’s reseach is concentited on the dllowing
clinical conditions:heat disease and stke (96 dugs
tested); cancer (316 ugs tested)Alzheimers and
Parkinson’s Disease (118 dgs tested); irdctious dis
eases (125 dgs tested); an8lIDS (124 dugs tested).
In 1998,reseach and degelopment (R&D) costs &are
close to $20 billion.These costs arxpected to in@ase
further in 1999possilly reacing $24 billion. Table 1
illustrates the dcus of the eseach by sector and the
amounts in billions of dollarspent on e&csector
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Figure 1: Development and Appr oval Phases Inter vals, 1960-1996

Development Time (Years)

16 - 14.9

Approval Phase 142
14 4 M Clinical Phase 22
B FreclinicalPhase 116 28

1960z 1870s 1880s 19901996

Source: Tufts Center for the Study of Drug Development.

Table 1: Main Resear ch Sector s and R&D Expenditures in Billions of Dollar s

Certral rervous system .8
Neoplasms,endo crine system M4
Cadiova saular system $3.1
Ire ¢ ou sdiseases $3.0
Regpiratay sysem $1.5
Biologicals $0.9
Digediv e & genitu rinary sys. $0.7
Xin $0.3
Diagnogic agerts $0.1
Vitamins and it ri ents $0.1
Other human-use $1.6
Total R&D $20.5

Source: Pharmaceutical Research and Manufacturers of America (PhRMA), Industry Profile 1998.

ECONOMICASPECTS OF RESEARCH
Siz of investment

Companies spend an imasing paion of their
revenues on eseach. In the last twnty yeas R&D
costs hae increased not oglas dsolute amountsut
also as a peentaye of sales.These tends a¢ deicted
in the ollowing graphs:
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Figure 2: R&D expenditures in billion of dollar

Expenditures (hillions)
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Source: PhRMA: Annual Survey, 1998

Figure 3: R&D Expenditures as a P ercentage of Sales, 1980-1998 (selected y ears)

Source: PhRMA, annual survey

Cost of Degeloping a Ne&v Drug

It is very difficult to estimae the &act cost of
developing a n& drug. Among the dificulties ae the
ten to fiteen yeass it tales to bing a dug to maket, as
well as the mltiple steps involved in the diferent
phases of delopment. Br those goups or indriduals
working outside of the pharaceutical companies the
most signifcant dificulty is the fct tha much of the
data on vhich a cost estinta would be based is mer
fully released ¥ the companiest least in the United
Staes whele it is not @en made ailable to Congess,
although this infrmation is made aailable in the UKP

Due to the length and the conxity of the averall
development and méeting pocedue, it is difficult to
give one mmeical figure as the cost of auy. Factos
tha have a signifcant impact in the deelopment costs
are:

 Taxdion: Even though R&D costs arexempted
from taxaion, the cost of tax@on on phamaceutical
companies éécts R&D &penditues. Due to their s&
and the amount of their anal salesthe tax&le income
of most phamaceutical companieslfs into the highest
tax bradket. This means thaunder the cuent tax stic-
ture, pursuant to hanges made pthe 1986Tax Rebrm




32

Act, the level of taxdion for phamaceuticals compa
nies is 34%. In accdance with economic thegrthe

current oppotunity cost of a dollar wmested in R&D
becomes 66 centse., if the compay does not ivest a
dollar on R&D this dollar is subject to tetkan tha

leaves the companwith only 66 cents.The R&D tax
credit is ienavable by Congess br limited perods.

Since 1981there has onf been a one and a-halégr
petiod in which the R&D cedit was not in dect.

Apat from the gneal fedeal tax cedit, there ae
other brms of tax cedits,sud as stee tax cedits and
tax credits br specift puiposes thineed to bedctoed
into drug development costsThese intude:

Tax credit (20%) brincreasesn specifc qualify-
ing R&D expenses (cuently 20% of total); and

Tax credit (50%) dr qualifyingclinical R&D for
orphan dugs (i.e drugs r rare medical condi
tions)¢

* Capitalized Cost This economic notion ies to
cgpture the time sequence of theéstmentand eflect
the reality thd reseach occus for ten years bebre the
product deeloped bgins genegting reverues. Gien
the length of theaseach processconsideation must
also be gven to the dregone inteest the inested
monies could hae eaned duing this time As the
process imolves ten toifteen years, with significant
dollars investedforegone inteest on thamone can be
substantialyvith the actual dollar amountkittuaing
based on the intest etes in efect duing the peiod of
time in question.This lost inteest can hee a signif-
cant impact on therfal cost calculéon.

However, in the dsence of @cise estimas aail-
able regarding futue inteest ates,when d@tempting to
estimde the cost of deeloping a ne drug assumptions
are necessgr some of vihich can be quite arbry.
This eplains in pafthe stiking differences in theai-
ous estimees tha can be éund in the liteature. Two
1993 eports,one ly a phamaceutical indusyrconsult
ing group and the otherybthe former Ofice of
Technology Assessment (TA) of the US. Congess,
varied widel in the estimged costs of ne drug devel-
opment. The OTA report did note the mandifficulties
it encounteed in tiying to come up with an estirtea
including the \arious assumptions thavere necessar
to calculae the estimi@ and the gvemments inaility
to accessact economic da from the companies.
Nonethelesghe OTA was dle to calculée an estimi@
based on a stydtha was both scienti€ally rigorous
and unique

The 1993 QA study is the best knen effort to
estimde reseach costs. The OTA study estimded tha
ead dug tha enteed the maket had a 4.3% higher
retum than thaminimum necessarto finance its R&D
expendituese It further desdbed tha "[d]ollar retums
are \ery volatile over timg" and " the cost of limging a
new drug in the maket is \ery sensitve to dhangs in
science and tdmolagy, shifts in the kinds of drgs
under dgelopment andltanges in the egulaory ervi-
ronment.*

Average retums on R&D irvestment can be mis
leading Aggregate figures cannot accetely reflect the
fact tha drug development pojects do not ha uniform
retums. Out of ten drgs, one will be a so-called
"blockbuster" dug, retuming nealy five times its
reseach costst Two mote of the ten will etum sufi-
cient eanings to ecoup the compa’'s R&D expenses.
Among the emaining seen some will be mainally
financially successfuland some will be substantial
moneg loses for the compay In oder to incease their
oppotunity to discoer the highy profitable block-
buster dug, phamaceutical companies contiously
increase theirgseach budget. Those companies tha
succeed can merthan ecoup &penditues undeaken.
Those thafail are the usual objects of ngars and
acquisitionwhich are speading thoughout the indus

try.
Risks of Deeloping a Nev Drug

The amount ofisk one is willing to tak is in
direct eldion to ones anticipged compeng@n. Olyi-
ously, ary investor would prefer a isk-free irvestment
to an uncedrin one and as sub, a risky investment has
to gve higher etums to be ppealing That is why, for
example US Treasuy Bills, a risk-free irvestment,
have a laver rate of retum on irvestment than do stks.
As drug R&D is a isky and unceain investmentphar
maceutical companies seek to be compttsa
accodingly.

An estimae of the mgnitude of the uncéainty
involved is the &ct tha out of 5,000 initial compounds,
only 5 will make it to the @nical trials. Hawever, the
bulk of these 5,000 compounds will be disieat quite
eaty in the deelopment and testing pcess,thus
avoiding ary substantial pense to the compgras the
most &pensve aspects of the delopment of a ne
drug ae the dinical trials. By the time a compound
goes into @inical trials, a signifcant amount of thask
has been elimirtad since one out ofvie compounds
tested in bnical trials will enter the maet as a drg.
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Phamaceutical companies taknto account the
above concets when planning Wich projects thg will
fund. Moden investment thegrencouages companies
to successfujl diversify the iisk they undetake.h Phar
maceutical companiesviast in moe than onedmily of
drugs,and in moe than one lmical condition (hear
problems,diabetesgetc). Moeover, the companies va
increased theumber of dugs tested in afer to coer
ary unexpected sttistical failure. More simpy steed,
they "put their ggs in moe than one bask"

The dove does not mean ththere is no isk left.
Indeed companies still hae to faice the so-called "undi
versified" risk, which reflects the post-delopment

uncetainties of hav physicians and Imicians will
assess the dg, whether a competitor (a "me-too"udy;
or another medical égtment) will gppear or even the
future stde of the @neal economic evironment. Of
course phamaceutical companiesenot alone indc
ing these uncéainties of R&D ivestments.

Finally, the phamaceutical indusyr may face
major danges in the ey reseath is conducted with the
development of biotelenology, which offers a deper
undestanding of the diseaseqmess and ineases the
number of taget sites ér drugs. See igure 4 egarding
estimded inceases in tget sites due to enetic
reseach and other scientdiad/ances.

Figure 4: Estimated Increases in Target Sites Due to Scientifi ¢ Advances

Mumber of Drug Targets
12,000

10,000 4
8,000 4

6,000 -

4,000
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a4

Cumulative Mumber of Targets
Enowen Today

Source: PhRMA, Industry Profile

PATENTS

Several Congessional actions ka afected pgent
provisions br phamaceuticals in the last 1®as. Two
of the most dtical are the Unguay RoundAgreements
Act (URAA) of 1994 and the Dug Pice Competition
and RtentTerm Restoation Act of 1984,also eferred
to as the Hegh-WaxmanAct. Under the gnenl copy-
right provision of the brmer, a compag granted a
paent has 20 gais of maket exclusivity in the poduc
tion of a cetain compound Patent gplications rust be
filed within one par of the die thd the goplication for
clinical trials is submitted

As discussed griously, clinical trials usual last
about 7 to 8 yars. Then,a compag submits an ppli-

3,000—-10,000

Mew Targets Expected from
Human Genome Project

caion for maket gproval to the FIA, a pocedue thd

usually takes another gar The compan has the
remaining 11 to 12egais of pdent piotection to ecoup
the penditues undediaken in the R&D peod bebre

there is competition fom geneic drugs.As sud, the

compaly has a swoing inteest in shatening the time
necessar for the dinical trials and the FB approval

phase of the jrcess in adter to be ble to maket the
drug as soon as poskab Although it is dificult to pre-

dict the e«act time intevals for eat dmug, the

Congessional Budegt Ofiice estimées thaa dug naw

has an @erage maketing perod of 11.5 yars under
paent piotection,versus ony 9 yeass bebre 1984.

The Hach-WaxmanAct provided phamaceutical
companies with some ddional pdent potection.
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Under theAct, a compaw receives an gtension of its
patent potection vhen nev forms of an gisting diug

are creded The nav form may be a higher dogg or an
extended eleasedrmula of a dug allead/ on the mar
ket, or even a svitch from presciption to over the
counter steus. Histoically, the FDA required adli-

tional dinical investigations for these types ofranges.
Under the povisions of Hach-Waxman however, the
drug is ganted thee adlitional yeais of maket exclu-

sivity based on thetmnges and impsvements. Usuall
marufactueers introduce these altations just bedre the
patent of a dug expires,so as to benéffully from the

Figure 5: Market Share of Generic Drugs,

Share of Prescription Units (%)
50% 4

extended gclusivity pefiod. Some gramples ag the
over the counterersions of Zanta® andTagame®, as
well as the gtended eleasedrm of PiocadiaXL®.

The Hdch-WaxmanAct also encolaged the use
of geneic forms of dugs and eliminid bariers for
their introduction to the m&et. Since 1984 aneics
have incieased their m&et shae, and curently account
for almost half of the gsciptions flled. See kgure 5
for a compason of the macet shae of generc drugs
from 1984 to 1997.

1980-1998 (by prescriptions)
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ot
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Source: IMS Health, 1998

FDA AND REGULAORY AUTHORITY

The phamaceutical indusyr opertes under the
close suveillance andeguldion of the FIA. The FDA
has undeagone signifcant dhanges duing the'90s, as a
result of the Resciption Drug User leeAct of 1992
and the FIB Modemizaion Act of 1997.The first
estdlished and the secon@&maved phamaceutical
compary "user es," thais, fees paid  phamaceuti
cal companies ten thg submit gplicaions for diug
approval. From 1993 to 1997 useeés totaled $327
million and enéled the FIA to hire adlitional review-
ers (aound 600) and impre the aproval process.The
new approval process is often mentioned aast tadk"
and has placed the RDahead of other ninal agen
cies in the pproval of nev drugsi

Phamaceutical companies Yawillingly agreed
to pay these highdes because the loaigthe @proval
phase the shter the maketing time under gant po-
tection. While it is estim#ed thd a one par etension
of a diug paent will gamer an aditional $12 million of
reverue for the péent holdef shotening the pproval
process g one year gneetes $22 million in aditional
reverue for eat drug maketed Since 1992the aver-
age time equired for goproval has dopped ly 13.5
months. kgure 6 shavs the stiking impact of the user
fees on the mean timequired for FDA approval.
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Figure 6: Mean FDA Appr oval Time(months) 1987-1997
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Source: US FDA, 1998

The FDA Modemizaion Act had other impdant
provisions as wll. In the discetion of the FIB, a diug
can nav be gproved with ony one dinical trial instead
of the pevious minimum requirement of tvo. This
allows for fast tedk gpprovals of dugs tageting unmet
needs elating to seious or life-threaening diseases.
TheAct also alleved pomotion of phamacoeconomic
information to manged cae oganizaions,as long as it
is based ondliable evidence

The most visike chang havever, is the modiica-
tion of the wules egarding direct adertising to
consumes. Nav, commecials can mention the name
of the dug in conjunction with the name of the disease
Also, the commetial must indude ony the most
important wamings and side &écts and a soae of
information, for example a toll-free tel@hone mimber
instead of the full tet of contmaindicaions and side
effects. As a esult the use of mediaff direct-to-con
sumer adertising has incgased



36

APPENDIX B

Presciiptions Drugs in Major Euopean Counies

Similar to the USmajor Euppean countes ae

both consumexr and poduces of phamaceuticals.

Table 2 compaes the per gdta health gpenditues as

well as the cost sharof phamaceuticals in major
industialized counties with domestic pharaceutical
marufactuers:

Table 2: Total Health Expenditures and Drug Costs,
Countries with Domestic Pharmaceutical Industr !

Country Phar maceutical TOta]HP;“(;ap B pharmaceutical’s
Expend ures Expend tures Shae d Total
France $351 $2,102 16.7%
<apen $348 $1,740 20%

USA $319 $4,000 7.8%
Germary $294 $2,333 12.6%
Canada $264 $2,095 12.6%
UK $233 $1,347 17.3%
Sweden $219 $1,724 12.7%
Switzerland $190 $2.500 7 6%

Source: OECD data, 1997, conversions based on purchase power parity.

As the &ove tale shavs,the US spends one of the

lowest pecentayes (7.8%) of total healthxpenditues
for phamaceuticals. Hwoever, this reflects most the
increased denomitar of the etio, namey the high
overall US penditues br health cag: as an hsolute
number the US fgure is thid only to France andapan.

There ae two impotant implicaions tha stem
from the &tremes of thelaove table:

« France Although Fance has the sttest pice
contmols among all major counés of the Euspean
Union, it also has the highest pempita expenditue for
drugs globaly ($328,in compaison to $307 dr the
US). This inconsistencis mainy attributed to the lak
of incentives Pr the fnal consumer toeduce utiliza
tion. The exkample of Fance highlights the ifmlity of
price regulation alone to contl expenditues,even if it
keeps pices law. (See discussion ofré&nce in belw
section on Phanaceutical Manfactuers.)

» Switzedand Switzedland is a counyr with major
phamaceutical indusyt In the last 20 gass, 9% of the
152 major global drgs h&e been deeloped ly Swiss

industies. Havever, the county manaes to benéf
from the lavest per cpita expenditue among all major
developed countes as anlasolute mmber and one of
the lavest pecentayes. This piovides an gample of the
sustainaility of reseatch in a laver cost emironment

Major Eumpean countes, namey the UK,
France and Gemary have faced a dilemma kwen to
the US:hey hare sought to suppbtheir domestic phar
maceutical industes,while kegoing the erall health
budget in contol.m Despite the laer piices,total
phamaceutical gpenditues h&e increased dung the
last few years, in patt as a esult of demgraphic and
scientiftc changes common to the USdiamg populdion,
changng role of phamaceuticalsetc). In viav of the
escaléing costspational phamaceutical policies tha
aim to educe werall expenditues hae been inititedn

These policies hee focused to the demand side of
the maket. They have sought to mvide incentves to
physicians to adopt merconserative presciption pa-
tems,and equired consumesto face a higher cosof
drugs,especialy when heger substitutes aravail-
able. A major tool aailable for adieving these gals is
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the istence of uniersal health ceerage tha provides
presciption drugs. There is mand#ry insu@nce
either n@ional or socialwhich is coodinated by gov-
emmental gencies. The system can ensusubstantial
compliance of the pfsicians,as their eimbursement is
directly or indirectly contolled by the coodinating
ageng. Futther, phamaceutical companies abeen
willing to accet regulatory measues in oder to enswe
access to the mianal formulary, which covers moe
than 90% of the méet.

The following descibes the n& phamaceutical
policies tha have emeged and some metrends ae
highlighted

Distribution Network

Contrary to the USthe Euppean system ishamac
terized by the dsence of competite pressues in the
distribution netvork. Although substantial cost\@ags
should be anticipad in case competitionaxe intro-
duced most counties hae been unwilling to g along
this pah:

* Phamag Stoes With the exception of the UK,
most Euopean countes hae no phamag chains. The
law allows onl independent phanacists. Fuher, phar
magy fees ae a standar pecentae of the dug piice,
which gradually deceases as theipe increasesThis
percentae is often tose to 25-30% of the lolesaler
price.o In the UK phamacists eceive an aditional
dispensingde br eat presciption filled, but are sub
ject to eimbursement eduction in case of high
volumes,in order to eflect the discountsrgnted ly the
companies to thehains.

* Wholesales: Wholesaler ées ae heaily regu-
lated Some countes set alft percentae of the
marufactueer piice, for ekample aound 11% in Fance
In Gemary the wholesaler can mgptiate fees within a
rangg, although thes is a maximm alloved ceiling
expressed as a pegntaye of the maunfactuer piice.p
In geneanl, the maket is dominged ty small and
medium sie companiesn a pictue similar to the US
expetience of the '70s and dgr80s.

Phamaceutical Maofactuers

Most counties hae adopted policies to\eer the
ex-factowy price of diugs,that is, the pices a manfac
turer sells its poducts. Most of the counés use a
combindion of regulatory policies and centdl bagain-
ing through the use of the emmous bagaining dout of
the cental insuance These initigives cannot be pex

rated, but rather form an werall phamaceutical polig.
Specift examples ag piovided belov.

e France France has the s$ttest poliy imposing
product-ky-product pice contols. The compan has to
apply to theAMM (an ageng similar to the US FB),
which reviews scientifc daad Then, the dug is
reviewed by a "Transpagng/ committeg' composed of
representéives fom the gvemment,academiathe
industry and the social insance fundswho review the
cost-efectiveness of the dig and popose a "telenical
price." This is usual} in compaison to the pces of
similar diugs,allowing a higher prce for a dug with
fewer side effects. In the lasence of competiterthe
cost Pr treaing the disease is tak as a berunaik.
Finally, the economic committeeomposed of gvem-
ment oficials, proposes a jice to the manfactuer.
Interestingly, this ma be higher than the "tbaical
price," if the diug offers beneit to the naional econ

omy.

The mamfactuer can futher ngotiate the pice
with the economic committeand the outcome of the
negotiations is the gdce of the dug. These ngotiations
may last up to 6 monthsA marufactueer is theoeti-
cally not required to accpt the pice; in this case
however the dug is not eimhtursed ly the social insur
ance and its sales erdasticaly reduced If a
marufactuler does not seeleimbursement fom the
social secuty scheme its pce can be setéely.

The Fent govemment has adopted anditional
strategy aimed &contolling spending tthe lesel of the
individual consumer Drugs ae dvided into thee cae-
gories. The frst indudes "vital" dugs,and dugs or
chronic conditions; these affully reimbursed Around
two-thirds of the dugs (tha account 6r 50% of total
expenditues) fll in the caegory of patial reimhurse-
ment, which requires a 30% co-panent fom the
consumer In adlition, some dugs,a relaive few, are
not covered and the consumer has to/ e full cost.
As in most Euopean countes, mary segments of the
populaion, including the poorand pegnant vomen,
are ecluded foom the co-pgment. Havever, the
Frenth govemment,in view of the \ery high per cpita
expenditues hasepressed in@ased intest in into-
ducing danges in the system thavould increase the
cost shang tha consumes pay.

e Gemary: In Gemary things ae done difer-
ently.st Gemary does not impose jges. Réher, the
countly has adopted a system ofference pices.
Drugs ae dvided into similar ceegories and aefer-
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ence pice is detemined br eat céaegory through a
complicaed pocedue tha accountsdr actual pices of
drugs within the ceegory.u This is a "stéistical" price

for the ctegory; then a sophisti¢ad staistical formula
is goplied that takes into account pharaceutical d&a
(ead drug’s stength and pd@ge siz) and eimhurse

ment aspects (nameproposals of gce levels by the
social insuance plans).

Usually the fnal outcome is aeference pice for
the whole cadegory in the midlle between the lavest
and highest of the tegory. This is the pice & which
the sikness fundsaimhurse a ctegory of a dug. If the
consumer wishes taly a moe expensve diug within
the caegory, for example a band name ersus a
geneic, the consumer besithe aded cost. Re&frence
prices ae adjusted aleast annoally. Caegories thd
have maly geneics available have low reference pices,
close to the pce of geneics. On the other hansingle-
souice poducts do not hee reference pices,as thee
are no competita to calculée it and manfactues can
then set their fices freel.

In contast to the Fend system thaims to
reduce pices as mch as possile, the Geman system
tries to leg all pices within a shdrange from an &er-
age. Indeed phamaceutical manfactuers usualy
lower the pices of poducts vihhose pice is higher than
the reference so as toeduce consumer out-of-ploet
expenditue; dheger dugs simpy increase their pces
towards the "staistical” price.

In 1993 the gvemment,concened with theising
costs of phanaceuticals in an arof tight ludget con
trols due to theaunification expenditues,implemented
further mandtes. It adopted an ddional system of
price contpls, a "global udget" for phamaceuticals.
This means thaphysicians & the egional level ar
responsilte for kegping overall drug expenditues under
a cetain level. Excess costgduce plgsician £es and
phamaceutical mamfactuer reimbursement. Fuher,
the govemment equired phamaceuticals toaduce
their non-eference pices ty 5% and odered a pice-
freez for two yeasxy

e United Kingdom The system in the United
Kingdom is diferent stillz The UK has a single par
system.The Ndional Health System (NHSulgs moe
than 90% of all pesciption drugs. Consumerpy a
flat co-pgyment,which has inceased substantiglsince
1991. Itis curently arund $8 per msciption, regard-
less of mmber of dugs. Havever, major sgments of

the populéion (poor eldelty, pregnant women) ae
exempted

Price contols hare mainy focused on land-name
drug mamufactuers. The UK has a unique system of
profit regulation,2a the Phamaceutical Rufit Regula
tion Scheme (PPRS)This is a brm of a fexible
independent greement betwen the gvemment and
the indvidual mamfactuer. Marufactuers ae initially
free to set the e of nev drug. This piice should lead
the compan to a taget profit level; marufactuers ae
allowed a pofit magin of 17% to 21% per dig, plus an
allowance br innovative products. If a mamfactuer
exceeds the tget level, it must repay the ggvemment
the excess pofits. In oder to calculte the pofit mar
gin, the govemment has access to caténtial daa on
total sales imestmentgcapital investmentsR&D expen
ditures and maeting costs of edcfirm; companies ar
required to submit all these tta6 months after the end
of their financial ear

Further, the govemment egulaes pice increases;
marufactuiers thd fall shot of the taget profit level
submit an pplication to the gvemment equesting a
price incleaseThese a usualy belav the @te of infla-
tion, and their taget is to bing the pofits from a dug
bad to the initial leel set. Duing the edry '90s,drug
price increases ha been lose to 2%. In 1993jovem-
ment egulaion stengtheneda 2.5% eduction of
prices was mandied and a tlee years pice freez was
adopted

Finally, the govemment has adopted ategies to
modify physicians’presciption pdtems. These intude
the Selected List $&me which is essentiajl a NHS
formulary; the ACT systemwhich is a brm of utiliza-
tion review of the pesciption patems of indvidual
physicians; and an edutanal initiative, aimed &
informing ptysicians &dout the cost ééctiveness of
drugs. Havever, the most pwerful tool has been the
financial incenties. Pimary cae ptysicians with lage
practices &ce a érm of caitation, and their e is
reduced if dug expenditues &ceed a ceain limit.

The Euppean Union During the last thee years,
the Eubpean Union (EU) has assumed an éased
responsibility in the phamaceutical sect®® A major
policy forum introduced ly the EU the Roundrable on
Phamaceuticals has beeramining possile reforms
of the policies of indiidual member stas,with an ge
towards d least a paral reversal of the hove stict reg-
ulatory schemes. Its lastvailable report called br
increased degulaion of the @erthe-counter drg see
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tor. The report staed tha "...even in the pesciption
sector higher levels of pice competition could be
developed so as to allw some elaxdion of direct pice
contols on poducts patticularly in the paent-epired
sector'cc
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