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Preface

Rapid advances in chemistry, biology and computer science have created
a new frontier of medicine, one in which pharmaceuticals are relied upon to
save lives and improve the quality of life in ways that humans never
dreamed possible when today 's Medicare recipients were born. As science
has advanced rapidly, so has the cost for medicines. Those costs come at
least in part from a more elaborate approval process needed to assure drug
safety, and consumers' desires for life-saving or life-improving drugs only
seem to increase as more drugs roll onto the market.

Unfortunately, escalating drug prices have made the cost of providing
pharmaceuticals prohibitive for public health insurance programs - such as
Medicare - and on those in less developed nations who might not make in a
year what pharmaceutical companies charge for AIDS treatment.

This issue of Georgetown Public Policy Review examines these problems
under the theme, "Pharmaceuticals: Politics, Availability and Pricing." The
issue includes a paper by Henry Grabowski on the economic incentives of
the patent process for pharmaceutical and biotechnology companies.
Another paper, by Rhonda Kay McPherson, focuses on the gaps in drug
coverage for the Medicare population and attributes that should be included
in any future Medicare drug benefit.

In interviews with the Review, experts on Medicare prescription drug
benefits and the problem of getting medicines to AIDS patients in Africa
offer their thoughts on those issues. U.S. Senator Jay Rockefeller (0- West
Virginia) provides insight into the financial barriers and political problems
that Congress has faced in trying to pass a Medicare drug benefit. M.
Kenneth Bowler of Pfizer Inc. offers a drug company's perspective on the
push for pharmaceutical benefits.

Georgetown research professor of law Timothy Westmoreland and Dr.
Eric van Praag of Family Health International discuss the problems and
barriers associated with getting drugs to AIDS patients in Africa.

For those who hunger to broaden their policy interests beyond pharma-
ceutical issues, the book reviews focus on the topics of education policy
and environmental policy. Duncan Chaplin, a researcher at the Urban
Institute's Education Policy Center and an adjunct GPPI professor, offers
thoughts on a new book tackling issues around randomized trials in educa-
tion research. Monisha Shah of the U.S. Department of Energy analyzes a
work on the intersection of the environment and corporate behavior.

On a personal note, I'd like to note the tremendous commitment put forth
by the Review staff - in particular a group of dedicated and hard-working
editors - who are the driving force behind this journal. As always, we
welcome your questions and comments.

Steve Robblee
Editor



Patents and New Product Development in
the Pharmaceutical and Biotechnology

Industries
HE!\!!{Y GIV\ROWSKI

Duke University

This paper examines the rationale for intellectual properry protection in the
development of new pharmaceutical products. Prior survey studies of R&D
executives have found that patenrs playa more critical role in appropriating the
benefits of innovation in pharmaceuticals compared to other high tech industries.
This paper considers why this is so, based on an analysis of the economic
characteristics of R&D costs and returns in the pharmaceutical and biotechnology
industries. The final section examines recent policy developments and issues
surrounding parent lifetime and generic competition in this industry.

Editor's Note: This paper is based on
a presentation to the Dallas Federal
Reserve Bank in April 2002. A similar
version of the paper will be published
by the Dallas Fed in "Science and
Cents: The Economics of Blotechnol-
ogy.

It'.'TRODUC110;.J

Grillichcs, in a 1992 survey paper,
found that high social returns to re-
search and development (R&D) are a
major factor underlying the growth in
per capita income and consumer wel-
fare during the 20th Century (Grilliches
1992). Many of the studies done by
economists on this topic have found
that the social returns to R&D are more
than twice the private returns. A pri-
mary reason for this finding is that

positive externalities are generally as-
sociated with industrial innovations.
As F.M. Scherer stated in his leading
graduate text in industrial organiza-
tion, "Making the best use of resources
at anytime is important. But in the long
run it is dynamic performance that
counts." (Scherer 1980, p. 407)

The pharmaceutical and biotech-
nology industries, which are among
the most research-intensive industries,
have been the focus of several studies
on cost-benefit and social return on
R&D studies. Cutler and McClellan
(2001) surveyed a number of studies
that investigate the impactof new drugs
on increased longevity, worker pro-
ductivity, and savings in other types
of medical expenditures. They find
significant aggregate net benefits to
society from new drug introductions.

The Georgetown Public Policy Review, R:2 (Spring 2003). Copyright ([j 2003
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Their analysis is consistent with many
cost-benefit analyses targeted toward
specific medical conditions such as
cardiovascular disease, depression,
and infectious disease. These studies
have also found high incremental so-
cial benefits from new drug innovation.'

Another general finding of the aca-
demic literature is that public policy
actions can have a significant influence
on the rate of innovation in particular
industries. Among the key industrial
policies influencing the innovative pro-
cess in pharmaceuticals are the public
support of biomedical research, pat-
ents, Food and Drug Administration
regulatory policy, and government re-
imbursementcontrols (Towse 1995).Ine
focus of this paper is the role and impact
of patents and intellectual propertypro-
tection in thediscoveryanddevclopment
of new pharmaceu tical and biotechnical
products.

The importance of patents to phar-
maceutical innovation has been
reported in several cross-industry stud-
ies. Richard Levin et al. (1987) and Wes
Cohen et al. (1997), have undertaken
surveys ofD.S. R&D managers, in a
large cross-section of industries, to
identify the most important and neces-
sary factors in appropriating the
benefits from innovations. These fac-
tors included the competitive
advan tages ofbeing first in the market,
superior sales and service efforts, the
secrecy and complexityof productions
and product technology, as well as
patents. Both studies found that the
pharmaceutical industry placed the
highest importance on patents. By
contrast, many other research-inten-
sive industries, such as computer
technologies, scientific instruments,
and semiconductors, placed greater

The Georgetown Public Policy Review. 8:2 (Spring 2003)

stress on factors like lead-time and
"learning bydoing" efficiencies in pro-
duction accruing to first movers. This
reflects the fact that R&D investment
periods and product life cycles are
typically much shorter in these indus-
tries. Furthermore, their new products
often involve complex systems of many
components as opposed to the dis-
crete nature of new chemical and
biological entities. As a consequence,
the costs of imitation relative to the
costs of in novation are much higher in
many other high-tech industries com-
pared to pharmaceuticals.

The findings of these studies arc in
accordance with an earlier study per-
formed by the British economists
Taylor and Silberston (1973). Based
on a survey of R&D managers in the
UK, they estimated thatpharmaceuti-
cal R&D expenditures would be
reduced by 64 percent in the absence
of patent protections. Bycontrast, the
corresponding reduction was only 8
percent across all industries. Similar
findings were reported by Edwin
Mansfield, in a survey of the research
directors of100 U.S. corporations."

Some individuals have called for
the abolishment of pharmaceutical
patents on the grounds that they give
rise to excessive profits and high prices
on new medicines (Baker2003). How-
ever, the suggestion that the
government could replace the $27 bil-
lion dollar R&D effort of the private
pharmaceutical industry, and produce
an equivalent stream of new pharma-
ceutical products, is highlyproblematic
on both economic and public policy
grounds. Opponents of drug patents
also ignore the fact that new products
lead to social welfare gains for con-
sumers, even when supplied bya single
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firm under apatent exclusivitygrant. In
addition, price competition occurs in the
pharmaceuticals market under the cur-
rent system when closely substitutable
medicines in the same therapeutic family
are introduced. Finally, there is inten-
sive price competition when the
originating brand's patents expire and
generic entry occurs.

The following sections of this paper
examine the economic characteristics of
the R&D process in pharmaceuticals
that make paten ts socritical. Sections II
through IV discuss the costs of inn ova-
tion in pharmaceuticals and the effects
on innovative and imitative competition
of the 1984Hatch- Waxman Act. Section
V considers whether the biotech indus-
try is different from the pharmaceutical
industry in terms ofR&D costs. Section
V1considers the distribution of returns
on R&D in these industries. The final
section presents conclusions and policy
considerations.

R&D COSTS FOR A NEW DRUG
Il\TROOUCno:-.l

The explanation for why paten ts are
more important to pharmaceutical firms
in appropriating the benefits from inno-
vation follows directly from the
characteristics of the pharmaceutical
R&D process. It takes several hundred
million dollars to discover, develop and
gain regulatory approval for anew medi-
cine. Absent patent protection, or some
equivalent barrier, imitators could "free
ride" on the innovator's FDA approval
and duplicate the compound for a small
fraction of the originator's costs. Imi ta-
tion costs in pharmaceuticals are
extremely low relative to the innovator's
costs for discovering and developing a
new compound.

9

One of the reasons why R&D is so
costly in pharmaceuticals is that most
new drug candidates fail to reach the
market. Failure can result from toxicity,
carcinogenicity, manufacturing diffi-
culties, inconvenient dosing
characteristics, inadequate efficacy,
economic and competitive factors, and
various other problems. Furthermore,
the full R&D process from synthesis to
FDA approval involves undertaking
successive trials of increasing size and
complexity. Typically, many thou-
sands of compounds are examined in
the pre-clinical period for every one
that makes itinto human testing. Only
20 percent of the compounds en tering
clinical trials survive the development
process and gain FDA approval
(DiMasi 1995). The pre-clinical and
clinical testing phases generally take
more than a decade to complete (Kaitin
and DiMasi 2000).

In a recently completed study,
DiMasi et al. (2003) have examined the
average R&D cost for drugs intro-
duced into the market in the late 1990s.
Data were collected on R&D costs for
a randomly selected sample of 68 in-
vestigational drugs from 10
multinational firms. DiMasi, et al.found
that the representative new product
approval incurred out-of-pocket costs
of over $400 million." This includes
money spent in the discovery, pre-
clinical and clinical phases as well as
an allocation for the cost of failures.

Figure 1 shows a breakdown of
total R&D costs per approved drug
incurred during the pre-clinical and
clinical R&D phases. Expenditures in
the clinical period account for roughly
70 percent of total out-of-pocket ex-
penditures. This reflects the fact that
clinical trials are very expensive on a
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Figure 1:
ili-of-Pocket and Capitalized Costs

per Approved Drug
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per patient basis; many drugs must be
tested for every one approved, and
drugs that do make it to the final testing
phase and FDA submission typically
require pre-market testing on thou-
sands of patients.

Figure 1 also shows R&D costs
capitalized to the date of marketing at
a representative cost of capital for the
pharmaceuticalindustryofll percent.
The average capitalized R&D cost for
a new drug introduction during this
periodis $802 million, or nearly double
the out-of-pocket expenditure. Capital
costs are high in this situation because

of the long time periods involved in
pharmaceutical R&D. More than a
decade typically elapses between ini-
tial drug synthesis and final FDA
approval. Since pre-clinical expendi-
tures occur several years prior to FDA
approval, these costs are subject to
greater compounding at the industry
cost of capital of 11 percent." There-
fore, they account for a greater
proportion of total capitalized cost com-
pared to total out-of-pocket costs (42
percent versus 30 percent).

R&D costs per new drug approval
in the 1990s increased at an annual r.i tc
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of 7.4 percent above general inflation
when compared to the costs of the
1980s approvals. Major factors driv-
ing this increase are the complexity
and number of clinical trials, which
have increased significantly in the
1990s compared to the 1980s. One
importan t factor underlying this trend
is the pharmaceutical industry's in-
creased focus on chronic and
degenerative diseases; such condi-
tions require larger trial sizes to
establish efficacy and longer time pe-
riods for observation.

A number offactors could alter the
growth pattern for future R&D costs.
Emergent technologies may have pro-
found effects on R&D productivity in
the next decade. The mapping of the
genome, and related advances in fields
like proteomics and bioinformatics, has
led to an abundance of new disease
targets. Some industry analysts have
hypothesized that these developmen ts
may actually cause R&D costs to rise
in the short run (Lehman Brothers 2001).
The basic reason is that these new
technologies require substantial in-
vestments up front, and to date they
have generated many disease targets
and receptor sites that are not yet well
understood. Eventually, expansion in
the scientific knowledge base should
lead to substantial efficiencies in the
R&D process for new pharmaceuti-
cals.

THElliTCH- WAXMA..'lAcl: BALANCING

Il\,,;\;ovATIV£A.1\ID INrnATlvECoMPETrnoN

The patent system is the public
policy instrumen t designed to balance
the trade-offs between property rights
protection and imitative competition.
Without a well-structured system of

II

global patent protection, neither the
research pharmaceutical industry nor
the generic industry would be able to
grow and prosper, and the rate of new
product introductions and patent ex-
pirations would decline significantly.

Effective patent life (EPL), defined
as patent duration from a product's
market launch date, is an important
variable influencing R&D incentives
in this industry, because it takes many
years to recoup the R&D costs and
earn a positive return for a typical new
drug introduction. Because firms ap-
ply for patents at the beginning of the
clinical development process, signifi-
cant patent protection is lost by the
length of FDA approval time. This
implies a significant reduction in the
effective patent life of drugs relative to
the nominal life of20 years. 5 In light of
this, the United States, the European
Community and Japan have all en-
acted patent term restoration laws.

The U.S. law in this regard, the
Hatch- Waxman Act, has been in exist-
ence since 1984. Hatch-Waxman
provides for paten t term restoration of
time lost during the clinical develop-
ment and regulatory approval periods,
up to a maximum of five years addi-
tional patent life.6 This law also
facilitates faster generic product intro-
duction by allowing generic firms to
file abbreviated new drug applications,
in which generic firms must only dem-
o nstr at e bioequivalence to the
pioneer's products to obtain FDA
approval." Prior to the passage of
Hatch-Waxman, generic firms had to
submit their own proof of a
compound's safety and efficacy, as
well as show bioequivalence.

Under the act, generic firms can
also conduct bioequivalence testing
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Figure 2:
Effective Patent life for 1991-1995 NCEs14
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and F0 A submissions in the pre-patent
expiration period so that they can enter
the market immediately after patent
expiration or invalidation. In addition,
the Hatch-Waxman Act allows age-
neric drug manufacturer to file a
"Paragraph 4 Certification" challeng-
ing the validity of the patent granted to
the branded drug, which in turn trig-
gers up to a 30-month stay while the
matter is being litigated. If the chal-
lenge is upheld, the generic drug gets
a 180-dayexclusivityperiod where no
other generic drug is allowed to en ter. 8

Grabowski and Vernon (2000) have
investigated the effects of Hatch-
Waxman on both generic competition
and effective patent lifetimes. Fibrure2
shows the trends in EPLs by approval

year tor the new drugs introduced in
the first half of the 1990s. This figure
indicates that the average EPLs in the
1990s center around an 11- to 12-year
range." The mean for all 126 new drug
introductions in the 1990-1995 period
is 11.7 years with an average Hatch-
Waxman extension of2.33 years. In the
last two years of this period, when
virtually all of the drugs involve com-
pounds that entered clinical testing
after 1984, the average extension is
close to three years in length. The
mode of the frequency distribution of
EPLs for this sample of annual new
drug introductions is in the interval of
12 to 14 years.
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GENERICCOMPETITIO~ SINCETIIEAcr

In contrast with new product intro-
ductions, the development costs of
generic compounds are relatively mod-
est. In the United States, since the
passage of the 1984 Hatch-Waxman
Act, generic products need only dem-
onstrate that they are bio-cquivalcnt to
the pioneering brand to receive FDA
approval. Generic firms can file an Ab-
breviated New Drug Application
(ANDA), aprocess that takes onlya few
years and typically costs a few million
dollars(CBO 1998and ReiffenandWard
2002). Also, the probability of success
is very high, as reflected by the fact that
many generic firms file to receive FDA
approval and enter the market within a
short window of opportunity around
patent expiration of the pioneer brand.

A distinctive pattern of competi-
tive behavior for generic and brand
name firms has emerged in the wake of
the 1984 act. First, commercially sig-
nificant products experienced a large
number of generic entrants within a
short time after patent expiration, in
sharp contrast to what occurred in the
pre-1984 period. Also, in the post-1984
period, a strong positive relationship
between the size of the market and the
number of generic competitors can be
noted in accordance with expectations
from economic theory.

Second, generic drugs exhibited a
high degree of price competition after
1984. The initialgeneric product entered
the market at asignificant discoun t com-
pared to the brand name product, and
this discount grew larger as the number
of generic competitors for a particular
brand name product increased over time.
In a study of commercially significant
products from 1984 to 1989, Grabowski
and Vernon (1992) found that generic

13

prices averaged 61 percent of the brand
name product during the first month of
generic competition. This declined t037
percent by two years after entry.

Third, a more rapid rate of sales
erosion in brand name products was
observed in the case of more recent
patent expirations. This is especially
so for the top selling drug products
which attract the most intensive ge-
neric competition. Three recent cases
illustrate this phenomenon. Generic
enalapril, launched in August 2000 as
a substitute for the brand name drug
Vasotec", obtained 66.4 percent of
new prescriptions just four weeks after
its launch. Generic lisinopril, launched
in May 2001 against the brand name
drugs Zestril® and Prinivil'P, acquired
84 percent of new prescriptions in four
weeks. Generic fluoxetine, launched in
August 2001 against the brand name
drug Prozac'", acquired 74.9 percen t of
new prescriptions in four weeks.'?

The Congressional Budget Office
(CBO 1998) has alsodone an analysis of
the economic effectsofl-Iatch- Waxman.
As in Grabowski and Vernon's analysis,
they found that generic compcti tion has
been a powerful force for price compe-
tition since 1984. The CBO estimated
annual savingsof$ 8billion to $10 billion
to consumers bythe mid-1990s. In terms
ofR&D incentives, however, theyfound
that Hatch-Waxman has had negative
effects on the expected returns on R&D.
In this regard, they estimated that the
act, together with the increased demand
side incentives promulgated by man-
aged careorganizations in order to utilize
generic products in the 1990s, has re-
sulted in steadily accelerating erosion
of pioneer-brand's sales in the period
after generic entry.



14 The Georgetown Puhlic Policy Review. R:2 (Spring: 2(03)

Overall, price competition and ge-
neric utilization have increased
dramatically since the Hatch- Waxman
Actwaspassed. In 1984,genericprod-
ucts accoun ted for approximately 14
percent of all prescriptions. By 2002,
the figure was 51 percent." Thegrowth
of managed care and other related de-
mand-side changes have been
importan t factors underlying this rapid
increase in generic usage. However,
the passage of the 1984 act played a
critical role by relaxing the regulatory
hurdles for generic firms and facilitat-
ing higher levels of generic entry.

ARE TilE I~~OVATION AND IMITATIO;\;
COSTS OF NEW BIOTECH ENTITIES
DIFFERE:\'T?

Most of the analyses of R&D costs
for new drug entities and their generic
imitators have focused on small mol-
ecule new chemical entities. This
reflects the relative youth of the biotech
industry. New biologic entities were
first introduced in the 1980s. By 1994,
only 29 new biological entities had
been introduced into the U.S. market,
butthis number has increased dramati-
cally since then. In this regard, 41 new
biological introductions occurred be-
tween 1995 and2001.

The newest R&D cost study by
DiMasi et al. (2003), includes seven
biotech compounds, in a sample of 69
entities, for which data were obtained
from ten major pharmaceutical and
biopharmaceutical firms. While this
sample of biological entities is too
small to be representative of all biotech
development, the clinical phase costs
in the DiMasi, et al, study were similar
for the biotech and pharmaceutical
projects.

As discussed earlier, capitalized
R&D costs per new drug introduc-
tions are influenced by a number of
factors. These include out-of-pocket
costs at the preclinical and clinical
phase, the probability of success for
new drug candidates at different stages
of the R&D process, and the length of
time that it takes to move-through all
the stages of the R&D process and
gain FDA approval. Recent studies of
the probability of success and the
length of the R&D process for biotech
drugs indicate a convergence in these
parameters toward the values observed
for small molecule pharmaceuticals.

Two ini tial studies found that suc-
cess rates for biotech drugs were
substantially higher than success rates
for new chemical entities (Bicnz-
Tadmoreta1.1992 and Struck 1994). In
particular, both studies projected suc-
cess rates for biopharmaceuticals in
excess of 50 percent. However, a basic
assumption implicit in the mcthodol-
0b')' of both studies is that success
rates for biotech drugs that entered
development in the late 1980s and early
1990s arc the same as for the biotech
drugs that entered developmentin the
early to mid 1980s. This is a very
strong, and potentially hazardous,
assumption given that 90 percent of
the drugs in their samples were still
under active testing.

Subsequently, Gosse ct al. (1996),
analyzed a comprehensive sample of
U.S. biopharmaceuticaldrugsand com-
pared the success rates of older and
newer biotech entities. They found
dramatic differences in the time pattern
of success rates observed for early
versus later biotech drug cohorts. In
particular, for the investigational new
drugs (INDs) filed in the early 1980s,
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the success rate for new recombinant
entities is 38 percent. For the INDs
filed during the late 1980s the success
rate was only 10 percent based on
approvals to date (i.e., SLX years after
testing). At a comparable point in time,
the new recombinant entities of the
early 1980s had a success rate of 26
percent. In fact, the success curve of
the recent recombinant entities more
closely resembles that of new chemical
entities rather than that for the early
biological entities.

This result is consistent with the
history of biotech research in the U.S.
The first biological entities introduced
into the market were naturally occur-
ring proteins that replaced purified
non-recombinant formulations already
in general use as established therapies
(e.g., insulin and human growth hor-
mone). It is reasonable to expect that
recombinant versions of established
therapies would have high success
rates, once the technology to manu-
facture these products was proven.
Other earlier targets for biotechnology
were naturally occurring proteins wi th
well-known and defined physiologic
activity (e.g., erythropoietin and
filgrastim). As the biotech drugs
moved to targets for which limited
knowledge existed about clinical and
pharmacological profiles, it is reason-
able to expect that success rates would
fall back toward those of conventional
drug entities.

The prospect of a long and uncer-
tain discovery and develop men t period
for a new drug is another factor affect-
ing costs and risks in the drug R&D
process. The longer the development
and approval process, the higher the
interest costs, opportunity costs, and
the overall capitalized R&D costs of a
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new drug introduction. Recently,
Janice Reichert of the Tufts Univcrsi ty
Center for the Study of Drug Develop-
ment has done a historical analysis of
clinical development time for succes-
sive cohorts of new biopharrna-
ceuticals. She found that recently
introduced biopharmaceuticals had
much longer clinical developmen t times
than earlier introductions. In particu-
lar, the cohort of 2000-2001 new
biopharmaceutical introductions had
a total clinical development time (in-
cluding FDA approval) of86 months,
versus 53.2 months for 1982-1989
biopharmaceutical in troductions."

Hence, the experience wi th respect
to development times parallels the ex-
perience observed with respect to
success rates. In particular, there has
been a convergence in clinical trial
period times observed for new biologi-
cal and new chemical entities. Of
course, the biotech industry is still in
the early stages of evolution. It may
eventually produce higher success
rates and shorter development times
as a result of new technologies cur-
rentlyemergingin the discovery period.
However, the best evidence at this
time shows that biopharmaceuticals,
like new chemical entities, are subject
to very high rates of attrition and long
gestation periods in the clinical devel-
opment stage.

One aspect In which
biopharrnaccuticals may differ from
small molecule new chemical entities
concerns the ease of generic entry
when patents expire. To date, there
have only been a few patent expira-
tions involving biopharmaceuticals.
One case in which there has been en try
after patent expiration is that of human
growth hormone. However, all entry to



3000

0
0 25000
C\I

«i
Q)

C
~ 2000
'0
en
c:::
.2

~
1500

c:::

>n, 1000z
~
I-;" Average R&D Cost
CD

~ 500

0

Figure 3:
Present Values by Decile: 1990-1994 NCEs

2 3 4 5 6 8 9 107

Deciles



Patents and New Product Development

date has been by other big pharmaceu-
tical firms that have had experience
supplying this product in Europe and
] apan (Pharmacia, Novo Nordisk and
Ares Sereno). There aregreater hurdles
in manufacturing biopharmaceuticals
at an efficient scale compared to new
chemical entities, and in addition there
are greater regulatory requirements for
biologicals associated with the manu-
facturing process (Grabowski and
Vernon 1994). These factors maymod-
erate the degree of imitative
competition for biopharmaceuticals
compared to small molecule chemical
entities. Whether or not this is the case
will become more apparent when some
of the commercially important
biopharmaceuticals are subject to
paten t expi ration and potential generic
competition in the coming decade.

RETUR~s O~ R&D FOR NEW DRUG

Ircrnooucnoxs
Grabowski ct al. (2002) have exam-

ined the distribution of returns for new
drug in troductions. 1:\Thi swork builds
directly on the R&D cost analysis of
DiMasi, et al, and considers the sales
and net revenues realized over the
product life of new drug in troductions
during the 1970s, 1980s and 1990s.
One finding of this work is that the
distribution of returns to new drug
introductions is highly variable, not-
ing another source of risks for firms
developing new drug introductions.

Figure 3 shows the distribution for
present value of net revenues (rev-
enues net of production and
distribution costs but gross of R&D
investments outlays) for new drug in-
troductions between 1990 and 1994.
The distribution shows very strong

17

skewness. Roughly one half the over-
all present value from this sample of
118 compounds is accounted for by
the top ranked decile of new drug
introductions. The top decile has an
estimated after-tax present value that
is more than five times the present
value of average after-tax R&D costs
per approved introduction. Further-
more, only the top three deciles of new
drug introductions have present val-
ues that exceed average R&D costs.

A major factor underlying the
skewed distribution observed in Fig-
ure 3 is the level of sales realized by
new drug introductions. A few drugs
achieve peak sales of several billion
dollars and account for a large share of
overall revenues. At the other end of
the distribution, many compounds
achieve peak sales only in the tens of
millions of dollars and fail to provide a
positive return on investment.
Grabowski and Vernon have investi-
gated other periods and time cohorts
of new introductions and found that
they are characterized by similar pat-
terns (Grabowski et al. 2002).

These returns to R&D analyses
confirm that the search for blockbuster
drugs is what drives the R&D process
in pharmaceuticals. The median new
drug introduction does not cover av-
erage R&D costs (including allocations
for the cost of discovery and the can-
didates that fall by the wayside). A few
top-seiling drugs are key in terms of
achieving economic success in phar-
maceutical R&D over the long run.
The large fixed costs of pharmaceuti-
cal development and the skewed
distribution of outcomes help to ex-
plain the clustering of biotech firms at
the research stage of the R&D process
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and the large number of alliances be-
tween biotech and big pharmaceutical
firms at the development and market-
ing stages.

In Figure 4 (see page 24), the distri-
bution of worldwide sales in 2000 is
presented for 30 new biological entities
introduced into the U.S. market be-
tween 1982 and 1994. All the
compounds had been in the market at
least seven years, and had progressed
beyond the initial rapid growth phase of
their life cycle. The sales data presented
in Figure 4 indicates that new
biopharmaceuticals also exhibit a high
degree of skewness, similar to the much
larger cohort of new drug introductions.

The high degree of skewness in the
outcomes of pharmaceutical R&D
projects indicates that there arc sub-
stantial risks in this endeavor, both for
big pharmaceutical firms as well as
smaller biotech enterprises. This re-
flects the dynamic nature of the R&D
process, the long time periods from the
start of a project to market approval,
the unpredictability of clinical trials, as
well as regulatory and competitive
uncertainties.

Even though many big pharma-
ceutical firms spend billions of dollars
per year on a diversified portfolio of
in- house and out-sourced projects, this
does not guarantee a stable set of
outcomes. If a firm invests in a large
diversified portfolio of projects that
are more tightly clustered around the
mean return (e.g., the so-called "nor-
mal" or Gaussian distribution), we
expect that returns can be predicted
with some confidence. When returns
are highly skewed, however, individual
companies experience highly volatile
outcomes even when they invest in
large numbers of independent projects.

To illustrate this point, Grabowski and
Vernon examined the new product sales
for the U.S. drug companies that spent
between $300 and $500 million on their
global R&D in the mid -1980s (the top
ticr group in that period). They found
that subsequent new product salesema-
nating from these R&D efforts varied
between $100 million and $3 billion
(after seven years of market life)
(Grabowski and Vernon 2000).

Finally, it is important to note that
the distribution of outcomes from phar-
maceutical R&D projects has similar
characteristics to many other innova-
tion samples, including venture capital
funding of high tech start-ups. In this
regard, Scherer, et al, have examined
the size distribution of profits from
investments in innovation projects
using a diverse set of data samples
(Scherer et al. 2000). Their analysis
included two large samples of high
technology venture capital invest-
ments, as well as a comprehensive
sample ofventure backed start-up firms
that had their initial public offering in
the mid-1980s. A common findingwas
that the size distribution of profit re-
turns from technological innovation is
strongly skewed to the right. As in the
case of new drug introductions, the
most profitable cases contribute a dis-
proportionate fraction of the total
profits from innovation.

Table 1summarizes the results from
four data sets employed in Scherer's
analysis. The first two data sets, as-
sembled by Venture Capital
Incorporated and Horsley Keough As-
sociates, involve an analysis of several
hundred venture capital firm invest-
ments in high tech start up companies.
Scherer's analysis indicates that
roughly 60 percent of the returns, mea-
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Table 1:
Returns Distribution for Selective

Innovation Samples

Date Set
Venture Capital
(Sta rt-Ups)

Horsley-Keoug h
(Sta rt-u ps)

1980s IPOs-
(1995 Value)

1990s New Drugs
(G rabowski-Vernon)

sured at the time of the final distribu-
tions to investors, are realized by the
top decile of venture capital projects.
At the same time roughly half of the
projects in these samples failed to earn
positive returns. Similarly, an analysis
of the stock market performance of the
universe of high tech companies that
went public in the mid-1980s found
that the top decile of companies real-
ized 62 percent of the sample's total
market value 10years later. The corre-
sponding value for Grabowski and
Vernon's sample of1990-1994 new drug
introductions is 52 percent. Hence the
three samples of risky, high-tech start-
up companies exhibit skewed
distributions of returns comparable to
the pharmaceutical industry.

Percent of Value
From Top Decile

62%

59%

62%

52%

CO~CLUSIO:\'S A.'\II)POI.ICY

CO:\'SII)ER;\,I'IO~S

Economic analysesof the R&D pro-
cess in pharmaceuticals indicate that it
is a very costly and risky process, even
for large established firms. Most com-
pounds in the R&D pipeline never
reach the marketplace. The develop-
ment process is time consuming and
expensive, and the distribution ofprof-
its among those products that are
marketed is highly skewed. A few
blockbuster successes cover the
losses on many other R&D investment
projects. An important implication for
public policy is that reimbursement,
regulatory or patent policies that tar-
get the returns to the largest selling
pharmaceuticals can have significant
adverse consequences for R&D in-
centives in this industry (Grabowski
and Vernon 1996).

Many compounds in the top decile
of the returns distribution involve the
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first mover, or other early entrants, in
a new therapeutic class. The family of
medicines in a given therapeutic class
passes through a well-delineated life
cycle. There is dynamic competition
involving breakthrough, as well as in-
cremental advances, among the
branded products within that class.
This dynamic competition, in tum, pro-
duces substantial consumer surplus
and social returns. When the patents
for established products expire, con-
sumers also benefit from imitative
competition from generic entrants,
which provide social benefits in terms
of significantly lower prices.

Patents playa critical role for both
the level of R&D investment in phar-
maceuticals and the timing of generic
competition. The Hatch-Waxman Act
was designed to balance the trade offs
between these two objectives. In par-
ticular, it sought to produce patent
lifetimes sufficient to encourage in-
creased levels of R&D investment by
innovators while promoting intense
price competition byeasingentryregu-
lations to generics when patents expire.
The degree of generic competition has
increased dramatically since the 1984
act was passed, with more than half of
all new prescriptions accounted for by
generic products in 2002.

The Hatch-Waxman Act has fos-
tered a vigorous generic industry with
substan tial benefi ts to consumers from
price reductions. However, the CBO's
(1998) analysis of the act found that
from the perspective of R&D returns,
the much more rapid loss of sales in the
period after patent expiration has domi-
nated the patent term restoration
aspects of the law. In particular, using
Grabowski and Vernon's analysis of
R&D returns as their conceptual frame-

work, they estimated 12 percent lower
expected after-tax profits from R&D for
the mean new drug compound as a
consequence of the 1984 act. While
the mean compound is still moderately
profitable in their analysis, the in-
creased generic competition since 1984
can have adverse R&D incentives for
compounds of above average riski-
ness or ones with shorter than average
effective patent life.

Overall, Hatch-Waxman has pro-
vided a relatively balanced approach
to the trade-offs between pharmaceu-
tical R&D and generic competition.
Improvements on the margin could be
considered by policy makers, such as
a longer minimum exclusivity period
before an ANDA could be filed for new
drug introductions (currently fiveyears
in the United States but longer in Eu-
rope and japan)." Nevertheless, the
law has provided a reasonably well
structured system of incentives for
both innovative and generic firms. Both
R&D investments and generic utiliza-
tion have increased dramatically in the
period since the passage, consistent
with the objectives of the act. Some
groups have suggested that Congress
consider significantly altering or elimi-
nating the patent restoration aspects
of the law in order to further increase
generic competition in pharmaceuti-
cals." Given the critical role that paten ts
and effective patent life playin terms of
R&D incentives for this industry, this
would not appear to be a desirable
course of action on social welfare
grounds.

Norr-s
1See for example Triplett (2000).
2 In a follow-on study, Silberston cat-
egorized three groups of industries for
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when patents are essential, very impor-
tant or less important based on both
survey responses and objective analy-
ses (patent and R&D intensity). He
concluded that, "The first category con-
sists of one industry only,
pharmaceuticals." (Silberston, Z.A.1987.
"The Economic Importance ofPatents."
The Common Law InstituteofIntellec-
tual Property. London.) Edwin
Mansfield surveyed the R&D directors
of100 U.S. corporations on what frac-
tion of the inventions they introduced
between 1981 and 1983 would not have
been developed without patent protec-
tion. Forpharmaceuticals, the valuewas
60 percent, while the average across all
industries was 14percent. (Mansfield, E.
1986."PatentsandInnovation:An Em-
pirical Study." Management Science.
32:175.
3 For an earlier study using the same
methodology for 1980s new drug intro-
ductions, see DiMasi,J.A., et al. 1991.
"The CostofInnovation in the Pharma-
ceutical Industry." Journal of Health
Economics. 10:107-129.
4 Capitalization takes account of interest
payments and foregone earnings from
investments of comparable riskiness
during the lengthy R&D investment
period for a new drug.
s For data on the trends in effective
patent time, seeGrabowski and Vernon
2CXX).
6Title II of theWaxman-Hatch Act pro-
vided for partial restoration of the patent
time lost during the clinical testing and
regulatory approval periods. A formula
for patent term restoration was embed-
ded in the law. In particular, new drugs
were eligible for an extension in patent
life equal to the sum of the NDAregula-
tory reviewtime plus one-half of the IND
clinical testing time. The law capped
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extensions at five years and also con-
strained extensions to a maximum
effective patent lifetime of 14 years.
Drugs in the pipeline at the time the Act
was passed, in September 1984, were
limited to a maximum extension of 2
years.
7 For new drug prod ucts with little or no
effective patent life, generic firms are
prohibited from filing an abbreviated
new drug application within the first 5
years of the product life. Most Euro-
pean countries prohibit such filing
within the first 10 years of market life.
S SeeDepartmentofHealth and Human
Services, Food and Drug Administra-
tion and Ccnrerfor Drug Evaluation and
Research. 2000. "Guidance for Indus-
try: Court Decisions,ANDAApprovals,
and 180-Day Generic ExclusivityUnder
the Hatch-Waxman Amendment to the
Federal Food, Drug, and Cosmetic Act."
(Washington, DC: U.S. Department of
Health and Human Services). March.
See also Federal Trade Commission.
2002."GenericDrug Entry Prior toPatent
Expiration: An FTC Study." (Washing-
ton, DC: Federal Trade Commission.
July.
9 This includes any benefits from the
international GAIT Agreementpassed
byCongress in 1994which harmonized
U.S. patent lawswith foreign countries,
including setting the nominal patent life
to 20 years from the date of patent
application rather than 17years from the
date of patent grant. It does not include
any potential benefits of a 6-month ex-
tension granted under the FDA
Modernization Act in 1997, which can
be awarded if the firm does additional
testing and gains FDA approval for a
pediatric indication.
10 This issue also has been examined
using a broad sample of products over
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the period 1984 to 1997. SecGrabowski
and Vernon 2000.
11 Ph Rl'vlA, Pharmaceutical Industry
Profile 2003. Available at
WW\v.pharma.org.
12 These data were obtained in April
2002 from Janice Reichert at the Tufts
University Center for Study of Drug
Development in Boston, Massachu-
setts. For further trends and analyses in
this regard, see the Tufts Center's Im-
pactReport, Vol.3,No. 6,Nov/Dec 2001.
13 For earlier studies of new drug intro-
ductions in the 19705 and 1980s, see
"Returns to R&D on New Drug Intro-
ductions in the 1980s." 1994.Journal of
Health Economics. 13:383-406.;"ANew
Look at the Returns and Risks to phar-
maceutical R&D." 1990.l'vlanagement
Science.36:804-821.
14 Grabowski and Vernon (2000) found
that relatively few new chemical entities
are marketed with effective patent life-
times oflcss than 10 years.
15 See for example, National Institute for
Health Care Management Foundation.
2000. "Prescription Drugs and Intellec-
tual Property Protection." NICHl'vl
Foundation Issue Brief. 0Nashington,
DC). AUt,lUSt.
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Policy Considerations: Medicare and

Prescription Drug Coverage
RHO:-JDA KAY MCPHERSON

West Volusia Hospital Authority

Current policy initiatives regarding Medicare and prescription drug coverage
lack research and insighr thar are viral to crearing a successful program for America's
elderly citizens. Too often, proposed policies regarding this issue lack effecriveness
in borh coverage and cost and do nor consider the costs associated wirh our increasing
aged population. The problems associated wirh uninsured elders, rural ciders, and
rising prescriprion drug costs are nor accounted for in current policy. Policy makers
need to be aware of the risks associated with a government-run prescription drug plan
and should shift some of the financial burden of such a policy into the private sector.
"I~olicy Considerations: Medicare and Prescription Drug Coverage" analyzes the
aforementioned problems as well as uncovers who is in the most need of prescription
drug coverage among the cider population.

b:mODOCIlO:'ll

The baby-boomer generation is the
largest socioeconomic group in the
United States. The most aged portion
of the populace represents what will
soon become the largest segment of
the American population, and the is-
sues that impact their lives have be-
come prominent themes of current
political and social discourse. With
advances in technology and medicine,
people now live longer, healthier lives.
Consequently, issues surrounding the
elderly have become contested topics
of public argument. Much political
debate has developed regarding pre-
scription drug plans for the elderly in
light of an insurgence of pressure fac-
ing our nation's leaders to secure a
healthy and stable lifestyle for our
elders which is both affordable and

equitable.
The distinctions between the Re-

publican and Democratic political par-
ties are less significant in today's po-
litical environment. Republicans try to
be more moderate; Democrats attempt
to appeal to voters in the center - the
parties of today's political system are
merging and, often, the differences
between the parties are difficult to
identify. Such is true in the case of
prescription drug plans - both politi-
cal parties are fighting to provide pre-
scription drug coverage to the elderly,
and both are lacking in terms of an
adequate and effective plan that will
help those most in need. Although the
intentions of policy makers are posi-
tive, the policies and programs offered
as a solution are inadequate. It is
known that American society is aging;
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the country is facing a new phenom-
enon with the retirement of the baby-
boomer generation. Few politicians
understand the full ramifications of the
growing elder population, nor arc they
aware of the needs of the elderly popu-
lation. Hence, the policies revolving
around this section of society arc of-
ten unsui table in terms of the true need
that exists. It is imperative that Repub-
licans and Democrats develop a joint
plan that considers the increase in the
number of beneficiaries, a decrease in
the tax base, and the identification of
those persons most in need of pre-
scription drug coverage. Policy mak-
ers need to ensure that current fields of
prescription drug coverage arc not
eliminated or discouraged and address
fiscal responsibilities - the govern-
ment should not assume full financial
liability regarding prescription drug
coverage for Medicare beneficiaries.

PROJELTIO~S OFTI u~AGI~G
POPUIATIO~

In the United States today, people
are living longer and retiring earlier.
Currently, there are fewer people work-
ing to support the older population. It
is projected that this trend will con-
tinue through the year 2030 (Wise
1997, p. 1). This trend will result in an
equal distribution of older and younger
people in society rather than apyramid
structure of society which exists to-
day. The equal distribution of age
groups in the future will dramatically
impact the amount of revenue that the
government can collect, as there will
be fewer workers and more recipients
in the future. The financial crisis that
the federal government will face is
inevitable. Programs and policies de-

signed to help the elder population
should consider the impact of de-
creased revenues for future programs.

The older-aged segment of Ameri-
can society is growing substantially.
In 1998,5,190 persons celebrated their
65rh birthday every day, totaling 1.9
million persons reaching age 65 that
year (AARP 2001b, p. 1). Concur-
rently, 1.75 million persons age 65 or
older died, resulting in a net increase in
the elder population of 145,000 per-
sons annually (396 per day) (AARP
2001b, p. 12). Those reaching retire-
men t age are expected to live 17.6 years
longer than their successors (AARP
2001b, p. 12). To further complicate
policy initiatives, the elder population,
in and of itself, is getting older. In
comparison to the year 1900, the 65 to
74 age group is eight times larger now,
the 75 to 84 age group is 16 times larger,
and the 85 and older age group is 33
timeslarger(AARP2001b,p.12).

Ethnic distinctions in the elder popu-
1ation must also be noted. The in-
creased elder population also comes at
a time where there are increased num-
bers of minorities in the group. This is
important in that different races and
ethnicities require targeted and spe-
cific care. According to a self-assess-
mentofhealth,African-Americans(41.6
percent) and Hispanics (35.1 percent)
are more likely to report themselves as
having ill health than Caucasians (26.0
percent) (AARP 2001b, p. 12). Cur-
rently, 84 percent of the cldcrly popu-
lation is white, 8 percent is black, and
6percent isHispanic. The white popu-
lation of elders is expected to decrease
to 64 percent by 2050, while the black
population is expected to increase to
12 percent and the Hispanic popula-
tion is expected to more than double to
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compose 16 percent of the elder popu-
lation (FIARI2001). Healthcaredcliv-
ery of the future must be specific not
only to the needs of the aging, but also
to the diversity with which this portion
of society will soon compose.

MEDICARE: CIIA;\;G1;\;C ACE;\;DA

The creation of Medicare in 1965
opened a floodgate of rights and en-
titlements previously foreign to Ameri-
can culture. At the time Medicare was
implemented, approximately one- half
of seniors were uninsured and had a
greater tendency to be living in pov-
erty than any other population in the
country (DHHS 2000a). The original
components of Medicare include Part
A and Part B and are financed through
a combination of general revenues,
payroll taxes, and the deductible and
monthly premiums of persons enrolled
in Part B Medicare (KFF 2000b). Al-
though sufficient for the needs at the
time it was created, Medicare is now
facing demands that were unknown to
the original authors of the Medicare
program. The Medicare program must
be changed to meet the needs of our
increasingly aging society.

Medicare docs not include prescrip-
tion drug coverage; however, the pro-
gression of pharmaceutical break-
throughs mandates that the Medicare
program must reflect the changing
needs ofits beneficiaries (Horn 2000).
Currently, 98 percent of health insur-
ance plans in the United States offer
some form of prescription drug cover-
age to clients (Bush 2000a). Medicare
docs not provide such an option to its
beneficiaries and it must move forward
to adapt to the changing needs of21 st
Century America.
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UNI:\,SURED AND RURAL ELDERS

The demand for a prescription drug
plan is not without limits as to who
needs prescription drug coverage.
Roughly two-thirds of seniors have
some form of prescription drug cover-
age (Horn 2000). Of the 26 million
Medicare beneficiaries with prescrip-
tions drug coverage, one-third have
employee sponsored insurance, one-
tenth are covered bv Mcdigap one-

"' b'
ninth (the poorest seniors) are cov-
ered by Medicaid, and one-twelfth are
covered by a Medicare Hl\10 (KFF
2000a,). These statistics are skewed in
that of those persons with prescrip-
tion drug coverage, 47 percent do not
have coverage year-round (DHHS
2000b). Medicare PartsAand B, com-
bined, only cover 53 percent of health
care costs; the remaining 47 percent of
cost is partially absorbed by Medigap;
however, this program does not cover
outpatient drug costs (Bush 2000b).
One- halfof seniors with Mcdigap cov-
erage do not have coverage for the
duration of the year (SSA 2000c). In
addition, employer-sponsored insur-
ance is decreasing. From 1995 to 1998,
employer health coverage dropped
from 35 percent to 30 percent (AARP
2001). It is evident that, although a
majority of seniors have some form of
prescription drug coverage, the cover-
age is limited resulting in higher out-
of-pocket expenses for the elderly. This
is especially difficult for lower-income
seniors that do not qualify for Medic-
aid but cannot afford additional pre-
scription dmg coverage.

The steadily increasing cost of pre-
scription drugs is especially alarming
for those persons without insurance
coverage. Statistics indicate that the



28 The Georgetown Public Policy Review, 8:2 (Spring 2003)

uninsured usually require more inten-
sive health services, have low incomes,
and are less likely to buy the necessary
prescriptions as recommended by their
physician (SSA2000b). Seniors with-
out drug coverage do not receive dis-
counts or rebates available to the in-
sured, resulting in a typical prescrip-
tion price increase of15 percent (DHHS
2000b). Persons without insurance
purchase one-third less the amount of
prescription drugs yet still pay two
times the amount of out-of-pocket ex-
penses compared to persons that are
insured. Persons with prescription
drug coverage fill an average of 20 to
25 prescriptions annually, conversely,
those without prescription drug cov-
erage fill an average of only 10 to 12
prescriptions (Artz, Hadsall and
Schondelmeyer 2002). With a similar
physiological composition, it is con-
cluded that persons without prescrip-
tion drug coverage fill less prescrip-
tions annually due to financial con-
straints.

More specifically, challenges fac-
ing the rural elderly of America are
numerous and severe. According to
the Domestic Policy Council and the
National Economic Council, one-fourth
(9 million) of Medicare recipients are
classified as rural. Typically, rural
elders have lower incomes, limited ac-
cess to pharmacies, and an out-of-
pocket expense greater than urban el-
ders. Although rural elders have in-
creased needs, the coverage options
available to them are few. Costs are
higher for rural elders, and they are 60
percent more likely to forego filling
prescription drugs than urban elders.
Because health care costs require a
greater percentage of their income,
rural elders pay 25 percent more out-

of-pocket expenses than urban elders
pay. Forty-five percent of rural elders
have chronic illnesses in comparison
to 36 percent of urban elders resulting
in 33 percen t of rural elders having ou t-
of-pocket expenses exceeding $500
compared to 25 percent of urban elders
(SSA2000c).

A lack of preventive care for rural
elders, as well as the nature of work in
such regions, are probably key issues
explaining the occurrence of chronic
illness among the rural elderly. The
rural elderly are 50 percen t less likely to
have prescription drug coverage; those
that have coverage are more likely than
urban elders to lack coverage for the
entire year (43 percent rural versus 27
percent urban) (SSA2000c). Itisspecu-
lated that the benefits reach coverage
limitations sooner for rural elders be-
cause drugs for chronic illnesses are
more expensive. More than half of
rural elders age 85 or older do not have
prescription drug coverage (SSA
2000c). This figure is 50 percent more
than their urban counterparts (SSA
2000c). Several problems for rural el-
ders stem from the fact that 45 percen t
of those persons without drug cover-
age in rural areas have an annual in-
come of150 percent to 400 percent of
the poverty threshold, and thus do not
quality for Medicaid assistance, and
cannot afford addi tional insurance for
drug coverage (Bush 2000b). Em-
ployee-based drug coverage is also
lower in rural regions (25 percent rural
versus 35 percen turban) (Bush 2000b).
Again, the nature of the work in rural
areas can attribute to the trend of em-
ployee-based insurance.

In an attempt to make prescription
drug coverage more readily available
to seniors, Medicare+ Choice was de-
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veloped in the Balanced Budget Act of
1997 and offers private insurance for
seniors as an alternative to Medicare.
Frequently, insurance plans include a
prescription drug benefit; however,
Medicare+ Choice is often not avail-
able to rural seniors in that the reim-
bursemen t rates for providers are too
low, and they choose not to participate
in the program (Bush2000c). Also, the
Medicare Hl\.10may not be available in
rural areas, and the main option left is
to purchase a Medigap policy.

Medigap, however, is still very
costly to the consumer and additional
out-of-pocket expenditures ranging
from $300 to $500 annually in premium
costs alone (AARP 2001c). The stan-
dard Medigap coverage is a $250 de-
ductible, 50 percent rate of cost-shar-
ing, and a cap of coverage ranging
from $1,250 to $3,000, depending upon
the choice of the enrollee (AARP
2001c). Also, participation in the
Medigap program is only guaranteed
in the first six months of Medicare
enrollment (AARP 2001c). If one does
not opt for the insurance coverage at
that time, he or she could be denied
later. The plight of rural elders is quite
different from that of urban elders;
regardless, the overarching need for
pointed prescription drug coverage is
evident regardless of demographics.

The urgency to develop a plan that
will be fiscally responsible, yet effec-
tively implemented to those persons
that need the benefit, has come to
fruition, as the Medicare base is grow-
ing rapidly. Currently, Medicare cov-
ers 39 million beneficiaries; by 2030,
Medicare will be expected to cover
seventy-six million recipients (LWV
and KFF 2000). With more persons
retiring, the tax base from which Medi-
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care draws a portion of its funding will
shrink. The coming of retiremen t age
for the baby-boomer generation will
lead to the financial deprivation of
Medicare if not carefully monitored.
The current ratio of workers to Medi-
care recipients is 4 to 1; in 2030, the
ratio ofworkers to Medicare recipients
will be2 to 1 (Bush2000b). Due tothe
decreasing ratio of workers to recipi-
ents, the creation of a prescription
drug plan could create catastrophic
costs for the federal governmen t if the
plan is not thoughtfully implemented.

Hindering the current field of pre-
scription drug coverage (e.g. em-
ployee-sponsored insurance) will have
a devastating effect on the economy
by raising the cost of a government-
run program which will, in turn, even-
tually lead to fewer benefits for the
recipients or increased taxes for the
tax-payer (Horn 2000). Employers that
are currently covering a substantial
amount of Medicare beneficiaries will
be less inclined to continue insurance
coverage if a prescription drug pro-
gram that is based solely on govern-
ment financing is implemented. As a
result, the government may encounter
a substantial increase in the number of
claims received per benefit period that
are not considered when policy mak-
ers develop legislation, and this over-
sight will bankrupt the program. In
addition, increased expenses will re-
sult in decreased benefits for those
most in need, unnecessarily creating a
program that will still neglect the needs
of recipients. A new prescription drug
plan must be specific in terms of ben -
eficiaries, and should recognize the
constraints of a decreasing tax base to
support such a plan as well as the
negative impact of eliminating current,
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privately insured prescription drug
coverage.

UNIVERSAL COVERAG E?

The development of a prescription
drug plan for seniors will be paid for by
tax-paying citizens, not by the persons
enjoying the benefits. Although this
is the nature of a redistributive policy,
some argue that the senior citizen popu-
lation in America is not as financially
unstable as projected. The rate of
poverty is decreasing among the eld-
erly; Social Security has assisted in
bringing the poverty level of seniors
down to 12 percent compared to 28
percent 30 years ago (Brown 2000).
According to the U.S. Census Bureau,
the median net worth of retirees is
$86,000 annually (Brown 2000). Com-
paratively speaking, the net worth of
retirees is fifteen times the net worth of
persons age 35 or below, and three
times the net worth of persons age 35
to 44 (Brown 2000). The poverty rate
for elders is less than 10 percen t versus
17 percent for persons under age 18,
and this trend is continuously grow-
ing (Brown 2000). In the past eleven
years, thc median income of retirees
has increased 8percent (Sullivan 2000),
qui tc possibly because of the nature of
persons retiring. The AARP reports
that persons in their sixties have more
discretionary income than any other
group of the population. Twenty per-
cent of elders have a net worth of
$250,000 or more (Sullivan 2000). Per-
sons noted in the latter group are not
in need of ago vern mental prescription
drug plan.
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WHvAREHEALTH CARE-RElATED
COSTS INCREASI~G?

The nature of health care as a field
is changing the method in which pa-
tien ts receive care. There is a substan-
tial increase in outpatient facilities,
mid-level practitioners, and alterna-
tive care as a direct result of health care
changing from fce for service to man-
aged care. In an effort to decrease
costs, the aforementioned methods of
practice have been implemented in
health care facilities, and subse-
quently, out-of-pocket expenses have
increased, leaving patients with no
alternative but to absorb the addi-
tional costs or reject care. Prescription
drugs are not covered in outpatient
care; therefore, prescription drug costs
arc subject to having a substantial
impact on the person receiving the
care.

The risingcostofprescription drugs
increases the challenges that policy
makers face regarding this issue. Be-
tween 1993 and 1998, prescription drug
costs increased 12 percent annually
nationwide (KFF 2000b). All other
health care spending increased only 5
percent annually (KFF 2000b. Of the 5
percent increase in health care spend-
ing nationally, 44 percent of the in-
crease is due to prescription drug costs
(Bcllandi2000,p.24).Otbealthrelated
costs for the elderly, prescription drugs
account for one-sixth of annual costs
(KFF 2000b). In 1998,80 percent of
Medicare recipients had a regular regi-
men of prescription drugs, and of the
fiftymost commonlyused drugs among
the elderly, the price for those drugs
increased four times the inflation rate
(LWV and KFF2000). FromJanuary
1994toJanuary1999, the price of the 39
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most frequently used drugs by the
elderly, 31 increased in price at least
five times (Hadaad 1999).

For persons under age 65, retail
costs for drugs will increase 19.7 per-
cent; for persons over age 65, it is
expected that the costs will rise 20.9
percent (Employee Benefit News 2000).
The rising cost of prescription drugs is
a trend that docs not appear to be
slowing and will continue to be a cost-
containmen t issue pending the imple-
mentation of a prescription drug ben-
efit to Medicare.

Although the actual production of
prescription drugs is not expensive,
the initial cost of research and devcl-
opmen t requires monetary compensa-
tion and enables drug companies to
continue the development of new drugs
(Barro 2000). It costs approximately
$500 million dollars and 12 to 15 years
to research, develop, and test a new
prescriptiondrug(PhRl\1A2001). Phar-
maceutical companies typically exceed
revenues over expenses for three out
of every 10 drugs developed (PhRlY1A
2001). Several other reasons exist to
explain the increase in prescription
drug costs including, but not limited
to, the following: increased utilization,
new medicine development, and price
inflation. Combining the value of a
drug in terms of avoiding invasive
procedures through using medications
rather than surgery, increased infla-
tion rates, and the demand for certain
drugs in the market, pharmaceutical
companies are finding it necessary to
increase their costs (PhRMA 2001).
Pharmaceutical companies argue that
the value of a saved life is an appropri-
ate benefit per the increasing cost of
prescription drugs (PhRlY1A2001).

Some entities have suggested that
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price controls be placed on pharma-
ceutical companies to inhibit profit.
However, it is argued that price con-
trols affect quality, which, in turn, will
affect the economy of health care
through increased illnesses and dis-
ease. When price controls have been
used in other countries, patients are
prescribed mediocre drugs to avoid
the cost of top-quality prescriptions.
If the sub-standard prescription is in-
adequate, then further efforts will be
made on the part of the provider to
prescribe the medication that should
have been prescribed initially. Attimes,
it is too late for the patient in that the
disease or sickness may have pro-
gressed beyond repair, especially
among the sick and weak (namely, the
elderly). Supporters of price controls
suggest that pharmaceutical compa-
nies monopolize the market through
maintaining secrecy and not allowing
generic brands to develop equivalent
drugs. Through this monopoly, brand-
name prescription drugs are patented,
therefore prohibiting replication. It is
a popular opin ion that pharmaceu tical
companies practice price gouging and
inflate the cost of prescriptions be-
yond that which is reasonable and
customary. Pharmaceutical compa-
nies refute this argument and state that
research and development compensa-
tion account for increases in prescrip-
tion drug costs.

Research and development are a
vital part of pharmaceutical compa-
nies. If revenues arc lost as a result of
price controls, then it will be impos-
sible for pharmaceutical companies to
develop and create new, life-saving
drugs in the future. The United States
is responsible for 45 percent of the
world's development in new medica-
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tions; the United Kingdom, second to
the United States, developed only 14
percen t of new medications (PhRlV1A
2001). It isclearthatthe United States
is the world's leader in researching,
developing, and expanding medica-
tions (PhRlV1A 2001). In addition, it
has been proposed that the United
States re-importdrugsfrom othercoun-
tries in an effort to help subsidize the
increased costs associated with re-
search and development. The re-irn-
portation of drugs from foreign coun-
tries is risky to the patien t if the federal
government does not monitor this pro-
cess. The shelf-life of prescriptions,
the quality of prescriptions, and the
overall safety and effectiveness of the
drug to the patient cannot be guaran-
teed if the re-i mportation of drugs con-
tinues to be a popular solution to rising
prescription drug costs. Without
proper regulation, patients may be tak-
ing prescriptions that are not suited for
their particular case and may cause
permanent or fatal damage. Pharma-
ceutical companies must receive a
profit for their services, otherwise, fur-
ther research and development may
not be possible. If the United States
docs not continue to develop new
drugs, then there will be fewer pre-
scription drugs available worldwide.

Consumer affordability is still a
relevant issue, as new drugs arc not
valuable if they are not affordable to
those in need of the medication. The
life-saving nature of recent discover-
ies in pharmaceuticals make the value
of affordable prescription drugs al-
most immeasurable; however, patients
must be able to access and afford the
drugs that will be beneficial to their
health. Essentially, Americans have
two choices: lower drug prices result-
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ing in decreased production of new
drugs; or, higher drug prices resulting
in increased production of new drugs
(Barro2000, p. 36-38). Regardless of
the reasoning behind increasing pre-
scription drug prices, the issue of con-
sumer affordability is still a serious
consideration.

FULl, MEDICARE VERSUS MEDICARE.!
PRIVA'TE

There arc two models of prescrip-
tion drug plan programs that our legis-
lators are using: Full Medicare with
Stop-Loss and Medicare/Private. De-
spite fundamental differences, simi-
larities exist between the two types of
plans: low-income subsidization of
costs and stop-loss coverage (Fuchs
et. al. 2000). Current prescription drug
plans provide provisions for persons
unable to pay for prescription drug
coverage and persons that have ex-
traordinary prescription drug costs.
The differences between Full Medi-
care and Medicare/Private plans are
substantial. Full-Medicare is typically
the Democratic policy, and Medicare/
Private tends to be the Republican
policy.

When estimating future costs, Full
Medicare provides a 5.5 percent in-
crease a year for prescription cost in-
creases. Increases for changes in uti-
lization are not included in projected
costs. If the amount of drug spending
increased at a faster rate than drug
prices (as is predicted to occur), a large
amount of stop-loss claims would be
filed, and the government would be
responsible for payment. In an effort
to remove the burden of stop-loss
costs from the federal government, the
Medicare/Private plan provides for
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insurance companies to absorb the
financial burden of stop-loss claims. If
this were to occur, a possible outcome
is that insurance companies may raise
the stop-loss threshold to avoid full
payment (Fuchs ct. al. 2000). If the
federal government adopts a Medi-
care/Private policy, it should be man-
dated that the insurance companies
participating in a collaborative dIort
with Medicare cannot raise premiums,
co-pays, deductibles, or stop-loss
thresholds without government ap-
proval.

Full J\1edicarewith stop-loss provi-
sions mandates that a beneficiary
choose whether or not to enroll in the
program at the time he or she becomes
eligible for Medicare. A single, stan-
dard benefits package would be avail-
able for enrollment. A national pre-
mium, based on apercentage ofbcncfir
costs, would be withdrawn from Social
Security checks. The government
would negotiate drug prices and con-
tracts would be established based on
geographical region.

Comparatively, the Medicare/Pri-
vate plan allows beneficiaries to choose
from an array of government-approved
private insurance companies. Al-
though the private insurance compa-
nies would have to meet certain gov-
ernment criteria, a variety of benefit
packages (different premiums, co-
pays, dcductiblcs, etc.) would be avail-
able to the beneficiary. Rather than
insurance risk and loss being borne by
the federal government, the Medicare/
Private plan places the financial bur-
den in the hands of the insurance
companies, therefore shielding the
government from extreme financial
pressure and loss (Fuchs et. al. 2000).
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PUBLIC SUPPORT

Without public support, no policy
concerning prescription drug cover-
age for needy seniors can be imple-
mented effectively. In the past two
years, public awareness of the pre-
scription drug problem has increased
dramatically. In 1998, only 29 percent
of the public was aware that Medicare
did not cover prescription drug costs
(Fuchs et. a1.2000). In comparison, 55
percen t of people today claim to know
the limitations of Medicare regarding
prescription drug coverage (Fuchs ct.
a1.2000). Even with the possibility that
it may require an increase in federal
spending, 76 percent of the public
would support an initiative to include
prescription drug coverage to persons
on Medicare (Fuchset. a1.2000). Fifty-
sixpercen t of the public prefer the Full
Medicare plan rather than the Medi-
care/Private form of coverage (33 per-
cent) (Fuchs ct. al. 2000). Statistically,
Americans trust agovernment-run pre-
scription drug plan rather than a pri-
vately-run, government-approved
plan (47 percent versus 35 percent)
(Fuchs et. al. 2000). Despite the fact
that not all seniors need free coverage,
most Americans support offering free
prescription drugs to all seniors (49
percent) rather than to low-income se-
niorsonly(38 percent) (KFF2000c). It
is obvious that there is strong support
among the American people to change
the current system of Medicare.

EFFORTS TO ESTABIJCII PRFA"cRwno:"

DRUG COVERAGE

The attempt to pass prescription
drug coverage into law is not a new
phenomenon. Efforts to establish pre-
scription drug coverage within Medi-
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care have been attempted in recent
decades bu t to no avail. No longer can
policy makers ignore the necessity of
creating a prescription drug plan that
meets the needs of the people withou t
sacrificing individual satisfaction
within the client base.

In 1988, Congress passed theMedi-
care Catastrophic Coverage Act in an
effort to expand the reach ofMedicarc;
the act established a prescription drug
benefit for outpatient care. In 1989,
this act was reversed as a result of
complaints about an increase in pre-
mium cost to the beneficiaries (D HHS
2000). More recent efforts include the
RxJ\1edicare2000Act (I--I.R. 4680)whid1
marginally passed inJune 2000 with a
vote of217-214. The act provides for
voluntary enrollment into Medicare
Part D, which allows seniors to choose
among private insurance plans for pre-
scription drug coverage. Low-income
premiums and catastrophic drugs are
covered under the new legislation. It
is expected that drug costs will de-
crease 39 percent. In this plan, Part D
benefits are a collaborative effort with
private insurance companies; various
coverage options, premium rates, and
co-payment rates are available for se-
niors to choose from (Hayworth 2000).

Senate Bi1l2541, the Medicare Ex-
pansion for Needed Drugs Act
(MEND), covers 50 percent of pre-
scription drug costs up to $5,000 annu-
ally. Upon complete implementation,
the plan would cover catastrophic drug
costs. The components of the plan
include the following: an addition of
Part D Medicare, negotiated prices for
drugs, the reduction of premiums with
government contributions, free cover-
age for persons with an annual income
at or below 135 percentof poverty, and

partial assistance for persons with an
annual income between 135 percent to
150 percent of poverty (Fisher 2000).

President Clinton offered a plan
designed to cover half of all prescrip-
tion drug costs up to $5,000 annually.
Upon full implementation, a stop-loss
component to the coverage would
have been added (SSA2000b). Oppo-
nents of Clinton's plan argued that a
government-run, single-option pro-
gram would not allow for seniors to
choose coverage that would best suit
their needs, which would result in un-
necessary expenditures for the federal
government (Horn 2000). Although a
fervent effort was made on the part of
Congress and the President to de-
velop a bipartisan prescription drug
policy, the implementation of such a
policy is yet to be seen on a national
level.

BUSIIPRFSCRlJYrIONDRUcDlscou;,\'T
CARDS PLAN

President George W. Bush feels
that Medicare isaone-size fits allmodel
with outdated benefits (not covering
prescription drugs or routine services)
that needs to offer seniors a choicc of
plans from which to pick in order to
enroll in a plan that most appropriately
fits their needs (Bush 2000b). Under
President Bush's plan, seniors would
have an annual deductible of$250 with
the governmen t paying one- half of all
drug costs up to $2,100 annually. The
cap for out-of-pocket expenses would
be $6,000 annuallywith the exception
of lower income seniors (McOyillan
and Keen 2000). Based on the insur-
ance model of federal employees, the
Bush plan would allow beneficiaries to
choose between government-ap-
proved, private insurance plans or a
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Medicare insurance program designed
for prescription drug coverage. Bush
believes that seniors will be able to
pick a plan that is more conducive to
their personal needs as there will be
more benefits and prescription drug
options from which to choose (SSA
2000a).

Bush's plan was intended to be
implemented in two parts; however,
Congress has denied the passage of
partone of Bush's plan (CNN 2001b).
Part one would have supplied $48 bil-
lion dollars over the next four years to
states during the transition period to
part two of the plan. The money given
to the states was intended to ensure
that persons ator below 135 percentof
poverty - $11,300 per individual or
$15,200 per couple - would have full
prescription drug coverage, and those
persons at 136 percent to 175 percent
of poverty - $14,600 per individual or
$19,700 per couple - would have most
of their prescription drugs costs cov-
ered. Also, the money would have
been used to cover any prescription
drug costs exceeding $6,000 annually.

Not yet contested in Congress is
part two of President Bush's prescrip-
tion drug coverage plan. Part two of
Bush's plan designates $110 billion
dollars for Medicare Modernization
offering a choice of plans to beneficia-
ries through the MediCARxES (Medi-
care Choice and Access to Prescrip-
tion Drugs for Every Senior) program
(CNN 2001b). Bush's plan provides
for payment of at least 25 percent of
prescription drug premiums for all se-
niors; moreover, the plan is designed
to allow seniors to change their plan
annually if they are not satisfied with
their coverage (Bush2000a). Funding
for Bush's plan would, at first, remain
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the same for seniors curren tly enroiled;
however, funding for future genera-
tions would change dramatically. Bush
proposes the investment of a portion
of payroll taxes into safe, sound, and
established stocks that yield higher
rates of return than the current Medi-
care fund (6 percen t rate of return in the
private market versus 2 percent in the
current fund). Stocks invested with a
portion of payroll taxes can only be
used for retirement purposes or as an
inheritance (Bush 2000a).

On July 12, 2001, President Bush
offered a solution that does not require
Congressional approval and that can
take immediate effect (CNN 2001b).In
early September, a federal judge ruled
on behalfofthe National Association
of Chain Drug Stores which provided
for a court injunction to temporarily
halt the progression of Bush's dis-
count drug card plan (CNN 2001a). In
addition, the impact of terrorist attacks
on the United States has had a sub-
stantial impact on the agenda of gov-
ernment as a whole.

President Bush expected the dis-
count drug card program to be imple-
mented immediately and quickly; how-
ever, the obstacle of the injunction has
prohibited the plan's implementation.
According to President Bush, the dis-
count card would allow senior citizens
to receive discounted pharmaceuti-
calswhen prescribed medication. With
the discoun t card, it was expected that
the discountwould be between 15 and
30percent (CNN 2001b, p.1-2). Sources
outside of the Bush administration
suggest that the discounts will be
slightly lower and will range from 10 to
25 percent(CNN 2001e). Companies
enrolled could charge a one-time $25
fee to eaeh enroilee, and the initial
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purchase of the drug card would cost,
according to President Bush, approxi-
mately $1 (CNN 2001b). The Bush
administration expected the plan to be
implemented as early asOctober 2001
and no later thanJanuary 2002; how-
ever, as mentioned earlier, unforeseen
circumstances have altered the
administration's agenda in terms of
domesticissues(CNN 2001d). Appen-
dix 1provides an overall breakdown of
proposed prescription drug plans.

HowMoen Do SE1'\IOR CrnZE:'IIS

SI'E!\:O O~ PRESCRIPTIO:'ll DRUGS?

Most seniors will not reach the
stop-loss threshold of each plan. For
ou t-of-pocket prescription costs, only
10 percent of seniors spend more than
$l,OOOdollars, and only4percentspend
more than $2,000 dollars annually
(Sullivan 2000). One-half of seniors
spend less than $200 dollars on pre-
scription drugs peryear (Ponnuru 2000,
p.22-24),andin 1999, Medicarcbcnefi-
ciaries spen t an average 0[$400 dollars
a year for prescription drugs (LWV
and KFF 2000). Perhaps these costs
arc low because some of these seniors
already have prescription drug cover-
age. Persons with above average out-
of-pocket spending cost tend to be in
poor health, limited in the physical
capabilities, 75 years of age or older, do
not have prescription drug coverage,
and have private supplemental insur-
ance. These persons tend to spend
between 4 percent to 7 percent of their
annual income on prescription drugs
alone, while 21 percent to 30 percent of
their income is spent on health care
costs as a whole (AARP 2001a). In
addition, those with higher out-of-
pocket spending do not qualify for

Medicaid in that their income is be-
tween 135 percent to 200 percent of
poverty and their drug costs are more
expensive than lower income or upper
income elders (AARP 2001a).
It is concluded that the out-of-

pocket expenses for seniors will re-
main relatively the same even with the
implementation ofa new prescription
drug policy. Under the Bush plan,
seniors have to paya deductible, which,
for half of the population, will not be
met within one year. Those that do
meet the deductible are still subjected
to out-of-pocket expenses up to $6,000
dollars with Bush's plan. As noted
earlier, 96 percent of seniors do not
even exceed $2,000 dollars a year for
prescription drug costs; the stop-loss
threshold will barely be utilized and
those seniors that do not require sev-
eral or expensive prescriptions will be
left out of the equation once again.

POLlLt' RECO:Vl;VIE~DATIO:'llS

All factors considered, the goal of
a prescription drug initiative must first
be established and clearly articulated.
What is the true intent and purpose of
policy proposals relative to prescrip-
tion drug coverage? Arc policy mak-
ers trying to establish a free drug policy
or a greater access policy?

Free drug plans are extremely costly
and risky to the government; the
economy is too unstable and unpre-
dictable to be able to ensure citizens
that the services are guaranteed. Sec-
ondly, a free drug program sponsored
by the government deters employers
from purchasing or subsidizing em-
ployee based benefits packages dur-
ing employment and through retire-
ment. Shrinking private sector insur-
ance coverage and absorbing the as-
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sociated risks is very risky and unnec-
essary.

Compiled with premium and deduct-
ible costs, most senior citizens would
save money by not enrolling in a pre-
scription drug plan. Medicaid will
continue to cover the costs of low-
income seniors under current plans for
prescription-drug plans; however,
lower-middle and middle-class seniors
are still at a disadvantage in the plans
being presented. The issues surround-
ing this part of the senior population
still exist. They are not poor enough to
qualify for Medicaid yet they are not
wealthy enough to purchase prescrip-
tion drug coverage. It is recommended
that the guidelines for Medicaid cov-
erage for the elderly be loosened in
order to help a greater portion of the
senior citizen population and truly
assist those that need the help in this
situation.

The stop-loss threshold needs to
be decreased if the purpose is to pro-
vide affordable prescription drug cov-
erage to all seniors. If the purpose of
a new policy is to allow seniors greater
access to the purchase of prescription
drug insurance, then policy should
reflect that agenda. Perhaps the solu-
tion is to create an incentive program
to private insurance companies that
will provide greater access to seniors
for prescription drug coverage. This
type of a plan would be less costly to
the government and the burden of
financial loss will be completely lifted
off of the government.

Regardless of the type of plan imple-
mented, the legislation should incor-
porate some type of educational or
informative training for the families
and providers of care for the elderly.
Informing persons of the importance
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of preventive care, exercise, and re-
sources available to them to avoid
high out-of-pocket expenses is impor-
tant. Although preventive care will
only be effective after the generational
effect has taken place, startingpreven-
tive care now will prevent some com-
plications for the baby-boomer retir-
ees and the cost of caring for these
retirees may be less costly to the gov-
ernment. Also, baby-boomer retirees
may be of better health than today's
retirees in that their health care may
have been better throughout their life
and some preventive measures may be
taking hold. Preventive care requires
a generational impact to be fully func-
tional in terms of reducing the health
care costs associated with the elderly;
however, implementing a provision of
preventive and maintenance care in
curren t legislation regarding prescri p-
tion drug plans may curb some costly
procedures in the future.

Policy makers need to be aware that
the elder population is typically more
active in terms of voting than other age
groups in society. Passing legislation
that is ineffective will be detrimental
not only to those retiring but also to
those seeking election or reelection.
Regardless, it should be out of genu-
ine concern for the elderly and the
associated problems of access thereof,
that a collaborative effort between the
private sector and the government be
utilized to create the ultimate, ideal
solution to the prescription drugprob-
lem for the elderly.

OVERALI"CO:\'CI.USIONS

Issues involving the elderly have
an impact on all sections of society.
Caretakers, families, providers, insur-



Appendix 1: Examples of Proposed Prescription Drug Plans '..-J
00

Coverage Options
Full Medicare Medicare/Private Bush

Year to Implement 2003 2003
Government Contribution 50% 50% 50%
Contribution Cap $2,000 $2,350 $2,100
Deductible $0 $250 $250
Stop-loss Threshold $4,000 $6,000 $6,000
Stop-loss Coverage 100% 100% 100%
Free Coverage Up to 135% poverty Up to 135% poverty Up to 135% poverty -l

::T'
r;Partially Paid Coverage 135%-150% poverty 135%-150% poverty 135%-175% poverty o
(1)

Other 25% premium cost for all seniors ~
(fCI
r;
0~

MEND (SB 2541) Clinton Rx Medicare 2000 Act (HR 4680) ::l

'"c:Year to Implement Immediate Immediate Immediate z
(i'

Government Contribution 50% 50% Various '":2-
Contribution Cap $2,500 $2,500 Various ('i'

'-<

Deductible ? ? Various
;:0
r;
<:

Stop-loss Threshold To be implemented To be implemented Yes, indeterminate amount
(s'

.~
Stop-loss Coverage To be implemented To be implemented Yes, indeterminate amount 00

i-J

Free Coverage up to 135% poverty Yes Yes, indeterminate amount Ul
~

Partially Paid Coverage 135-150% poverty Yes Yes :5'
{JQ

Other Single-option Private, government approved
10
0
0

government run 2:coverage
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ance companies, and tax-paying citi-
zens all playa vital role in the state of
the elder population. Ignoring the
needs of the clderlywiU do nothing but
perpetuate the problems associated
with this sect of society. Conversely,
disregarding the risks of implementing
costly programs for the elderly will
have a devastating effect on society as
awhole. Programs designed to expand
access to prescription drug coverage
or to provide free prescription drugs to
the elderly need to be thoughtfully
implemented and carefully designed in
order to avoid harmful consequences
in the federal government. Issues of
health, cost, prescription drug prices,
and persons currently insured all need
to be taken into consideration if the
government wants to provide a pro-
gram that will be helpful to those most
in need; namely, the lower-middle and
middle class seniors. Prescription drug
coverage for the elderly is sure to be a
debated topic in the months and years
to come; the consequences of irnplc-
men ting a faul ty plan will have agrea ter
long- term and far-reaching effect.

REITRENCES

AARP. 2001a. "How Much Are Medi-
care Beneficiaries Paying for Out of
Pocket Prescription Drugs?"
research.aarp.org/healthl
9914_how_much_l.html. March 8.

____ . 2001 b. "A Profile of Older
Americans _ 1999." www.aarp.org.
March G.

____ . 2001 c. "Medicare: Bcncfi-
ciaricsand Prescription Drug Coverage:
Gaps and Barriers." research.aarp.orgl
healrh/ih39.htrnl. March 8.

Arrz, M.B., R.S. Hadsall, and S.W.
Scholldclmeyer. 2002. "Impact of
Generosity Level of Outpatient Pre-
scription Drug Coverage on

39

Prescription Drug Events and Ex-
penditure Among Older Americans.
American [ournal of Public Health,
92(8): 1257.

Barra, R.]. 2000. "Attention Customers:
Creativity Never Corncs Cheap." Busi-
ness Week, (3701):36-38. Ocr.

Bellandi, D. 2000. "Health Plans Face
Higher Medical Costs." Modern
Healthcare, 30(50): 24. December.

Biggs, S. 1992. "Groupwork and Pro-
fessional Attitudes to Older Age." In
Gerontology: Responding to an Ageing
Society, edited by K. Morgan. Lon-
don.jessica Kingsley Publishers, Ltd ..

Brown, David K. 2000. "The Future of
Social Security." MSGECPracticeMat-
ten.

Bush, C.W. 2000a. "A Defining Ameri-
can Promise."
www.georgewbush.com/
News.asp?FormMoJe=SP&id=3.
November 30.

____ . 2000b. "Saving Social Secu-
rity and Medicare."
www.georgewbush.com/
N cws.aspr l-orrn Mode=SP& id=3.
November 30.

CNN. 2001a. "Administration disap-
pointed by injunction on drug
discoun ts." http://www.cnn.com/
2001/allpoliticsl09/071
bush.drugdiscount/indcx.htrnl. Oc-
tober 9.

____ . 2001 b. "Rush unveils plan
to cut drug costs for seniors." http://
www.cnn.com/2001/allpolitics/07/
12/bllsh.medicare.

____ . 2001 c. "I nto, savings key to
Medicare discount." wwwv.cnn.com/
200 1 I H E A I, T H I 071 I 2 I
In ed ic a r c . d is c o u n t. ex p l a ine rl
indcx.hrrnl. October 9.

2001 d. "Thompson de-
scribes Medicare changes, drug
discounts," http://www9.cnn.com/
2001 I ALLPOLI1'ICS/07 1121
tornmy.thompson.cnna/. October 9.

http://www.aarp.org.
http://www.georgewbush.com/
http://www.georgewbush.com/
http://www.cnn.com/
http://www.cnn.com/2001/allpolitics/07/
http://www9.cnn.com/


40 The Georgetown Public Policy Review. R:2 (Spring 2(03)

Department of Health and Human Ser-
vices (DI-H-IS). 2000. "Medicare
35(h Anniversary Fvenr: Medicare's
Milestones." Imp:llwww.medicarcl
gov/3 5/ milestones. asp. November 14.

____ . 2000. "Report (() rhe Presi-
dent: Prescription Drug Coverage,
Spending, Utilization, and Prices."
h rrp:/ / aspe. 0 H H S.gov/heal rh/re-
porr/drugsrudy. October 25.

Employee Benefit News. 2000. "Medi-
cal lnllarion, Cost Sharing Increase."
14(14):7.

Federal Interagency on Aging Related
Issues. 2001, March 14. "Older
Americans 2000: Key Ind icarors of
Well-Being." wW\v.agingstats.com.

Fisher, M.J. 2000. "Democrats Start
Drive For Medicare Drug Benefir."
National Underwriter/Life & Health
Financial Services, 101(20): 1-3. May.

Fuchs, g, J. James, J. Mays, cr.al. 2000.
"Analy/-ing Options ro Cover Pre-
scription Drugs for Medicare
Beneficiaries." www.kff.org. October
23.

Haadad, K. 1999. "Hard to Swallow:
Rising Drug Prices for America's Se-
niors." Families USA, Publication
#99-107. November.

Hayworth, J.D. 2000. "Hayworth,
House Pass Prescription Drug Plan
For Seniors, 2 17-214 Voluntary Pro-
gram Would Reduce Cost of Lifesaving
Drugs By Up to 39%." FDCH Press
Release 29. June.

Henry J. Kaiser family Foundation (KFF).
2000a. "Medicare and Prescription
Drugs." www.kff.org. November 23.

2000b. "Medicare at a
Glance." www.kff.org. November23.

____ . 2000c. "National Survey on
Prescription Drugs, September
2000." www.kff.org. October 23.

Horn, S. 2000. "Medicare: First, Do No
Harm." FDCH Press Release. Sep-
tember 27.

League of Women Voters and The Henry
J. Kaiser Family Foundation (L\,\,'\I
and KfF). 2000. "Join the Debate:
Your Guide (0 Health Issues in the
2000 Election." www.klf.org/con-
ten tl 20001 I57 4votergu ide. pd f.
November 23.

McQuillan, L. and J. Keen. 2000. "Se-
nior Drug Debate Takes Center
Stage." hrrp:! /www.usaroday.com/
ncws/e98/e2508.htm. October 25.

PhH.MA. 200 I. "Why Do Medicines
Cost So Much?" www.phrma.org.
March 6.

Ponnuru, R. 2000. "Dr. Feel-Good:
Bush and Core Peddle Their Drug
Plan." National Review, 52( 18):22-
24.

Social Security Administration (SSA).
2000a. "Governor Bush Proposes
$15~ Billion to Modernize Medicare
and Offer an Immediate Helping
Hand to Low Income Seniors; Re-
forms Give Seniors More Options and
Prescription Drug Coverage." hrrp://
www.seniors.gov/articles/0900/
medicarxcs.htrnl. October 25.

____ . 2000b. "President Clinton
Releases New Prescription Drug Cov-
erage and Pricing Study." hrrp:/ /
www .sen iors.gov / articles/0400/
clinron_prescriptions.htrn!. October
25.

-. 2000e. "President Clinton Releases
New Report on rheSpecial Challenges
Facing Rural Seniors Who Need Pre-
scription Drugs." http://
www.seniors.gov/arricles/OGOO/
rural_senior _drugs.h trnl. October 25.

Sullivan, Andrew. "Old Guard." New
Republic, 223(15):6.

Wise, D.A., ed. 1997. Facing the Age
Wave. Stanford, CA: Hoover Institu-
tion Press.

http://www.kff.org.
http://www.kff.org.
http://www.kff.org.
http://www.kff.org.
http:///www.usaroday.com/
http://www.phrma.org.
http://www.seniors.gov/articles/0900/
http://www.seniors.gov/arricles/OGOO/


Policy Considerations: Medicare and Prescription Drug Coverage 41

Rhonda Mcl'herson obtaincdber Bachelor's Degree in bistory and politicalscience andher
Afaster's Degree in Public and Health Care A dm in lstratio nfrom \fIest Virginia University. Miss
McPhason tons recently elected to the West Volusia Hospital Autbority ojVo/wia County, Florida,
as one o/Iive commissioners. the hospital authority allocates thefundillg ({indigent health care
throughout West Volusia COUJl~Y.As a graduate student, Miss Mcl'herson worked with the West
Virginia University Center on Aging, Education Unit, worJ:ing as the Proyran: Administratorfor
the Practitioner Certijicatc in Gerontology. In addition, she worked at University Healtb Associatcs
as an undergraduate tit \f1VU. Currently, Miss Mcl'herson is an employee ojVo[usitl County Schools
seroillglls a Consultation Jctlc/;a/orspecia/ needsstudents placed in regular education classrooms.



Feature Interviews

Interview with United States Senator
Jay D. Rockefeller

Under the theory that competition
will yield greater efFiciency, the Ad-
ministration has proposed a privat-
ization approach for helping seniors
obtain prescription drug coverage.
In light of the fact that Medicare-
Choice plans have been raising pre-
miums, increasing cost- sharing and
decreasing bcncti ts, how will such a
proposal allow seniors, particularly
the most needy, to receive affordable,
quality drug coverage?

You just answered your own ques-
tion, really. It really can't. We have no
plans in West Virginia; we have two
Medicare+ Choice plans that involve
less than 2 percent of the people. Tell

me how that works for us. It won't
happen. It's all very bizarre because I
don't think the president, like his fa-
ther, understands very much about
healthcare. The president makes this
big speech for the American Medical
Association and I don't know what
comes out of it that's different in the
real essentials. By definition, if you are
talking about a Medicare+ Choice
model, you are talking about limiting
access to physicians. You are talking
about risk selection which also means
you're using public money to pay
HM Os more than you would pay if that
beneficiary were in traditional Medi-
care.

Private plans don't want to partici-
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pate if they can't make a profit. Atone
point several of the proposals contem-
plated bribing the plans to enter the
program - literally bribing. If you
didn't have any plan in your state, they
would put a whole lot of money in
those states to bribe in the plan. Well,
number one, that's not entrepreneuri-
ally sound, and secondly, it will not
work because they are only going to
stay there if it is in their own interest
and it is not going to keep them there
unless they can make money. If you
cannot make money in a state likeWest
Virginia, New Mexico, or Montana,
[health plans] arc going to select out
the older people and the sicker people;
theywiU try to cream-skim. Thatmoney
for a Medicare+ Choice plan takes
money out ofl\1edicare, out offec-for-
service, which takes money away from
my people. All I can be about that is
extremely cold-hearted. I do not bend,
and I will not have my people sold
down the river. Yes, we happen to be
poor people but every single state has
lots of poor people. So, it is lousy for
us.

And it has to be equal; everyone
has to get equal coverage. What the
Administration is basically saying here
is that if you join an HMO, you will get
a generous prescription drug plan and
if you don't, you will get no coverage
for routine drug costs. There is an easy
solution to it, which is to take out the
dividend [tax-cut] policy. That is not
a popular tax; it is not popular in this
Congress among Democrats and Re-
publicans. That's $396 billion. Just
cancel that and then take the $400
billion that you have in your budget,
Mr. President, for prescription drug
benefits, add the two together, and

you, in fact, have a full prescription
drug benefit with which you can do
everything you want. I just want ev-
eryone to get an equal drug benefit and
this is the easy way to do it,just sitting
there. I don't knowwhytheydon't see
it.

You men tioned risk sprcadi ng. A
major hallmark of Medicate is the
universality of the program - evcry-
one contributes and everyone receives
the benefits once they qualify. Since
the proposals currently before Con-
gress would iormulatc a voluntary,
and not mandatory, bcnctit, how can
you ensure adequate risk spreading
among bcnciiciarics as exists cur-
rently in Medicare?

Well, it has to be voluntary. By
definition, it's voluntary. The majority
of proposals are voluntary - rather
than mandatory- because that's what
seniors have told us they want. They
do not want to be mandated to join the
program and pay an extra premium for
it.

That's why you have late-enroll-
ment penalties. Once you make pro-
gram enrollment voluntary, it's neccs-
saryto institute alate-enrollment pen-
alty. In other words, if a beneficiary
docs not enroll in the drug benefit as
soon as they become eligible for Mcdi-
care, they have to pay a late enrollmen t
penalty. This is to prevent seniors
from waiting until they incur large drug
costs before enrolling in the program.
This is another way to guard against
risk selection.

In view of the differing approaches
offered from both sides of the aisle for
a prescription drug benefit - privat-
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ization versus abenefit through Medi-
care, do you think consensus can be
reached this year?

Consensus could always be reach-
ed if they did what I suggested, if they
took the $400 billion and $396 billion,
they could get it done tomorrow. It is
possible, because with the potential
war and the situation in the economy
and the general level of frustration
around here, something's got to break
loose. If you've got relatively un-
popular tax breaks, and tax breaks re-
ally do not have much business bcinc

b

around anyway since we're 300 bil-
lion-plus in deficit for the next ten
years, it just strikes me as such an easy
thing for them to do. This Administra-
tion could go down in history for it -
the people who did prescription drugs.

Privatizing Medicare won't work
but that doesn't mean private man-
aged care plans can't playa role. As
part ofa compromise, I would support
a proposal where private managed care
plans can participate. However, lower
premiums must be the carrot that gets
seniors into these plans, not an en-
hanced prescription drug benefit. We
must provide the same drug benefit to
those in traditional Medicare aswe do
to any senior who chooses to enroll in
a private plan.

And, lower premiums must be cre-
ated through efficiencies - reduced
costs without cutting benefits - not
unfair federal subsidies. We must
create a level playing field between
traditional Medicare and the private
managed care plans. We cannot give
preferred status to privatization.

Let's be honest. It's going to re-
quire more than $400 billion over 10
years to add a prescription drug ben-
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efit to Medicare. In my judgment, it's
the only real reform that the Medicare
program needs, and the resources are
right there in the president's budget.

Some policymakers would rather
see an entire ovcrluuil of Medicare
bcioie a prescription drug bcncii t is
added to the program. Given the
currenteconomicdifEculties and con-
cern about long-term financing for
Medicare, is now the ideal time for a
ncw benefit? If so, what is the best
mechanism tor its financing?

There are three things that need to
happen in this country, and two of
them, unfortunately, won't right now.
The most important, obviously, is uni-
versal care. The second most impor-
tant is long-term care, but that has
never gotten traction . We did it in the
Pepper Commission back in the late
1980s. We got it passed in Congress,
but it has never really gotten any-
where. Long-term care is the largest
single factor in health care, I think, that
affects everybody at some point. And
then very close to that are prescription
drugs. Not only can the traditional
Medicare program sustain a new ben-
efit but we can afford a new benefit.

And particularly right now, pre-
scription drugs are what people arc
talking about. What do you do to
reform Medicare? I mean, whatdoyou
do? What they do is theyput in HMOs
and more of this and that. Medicare is
an efficient program with consistent
administrative costs of2 to 4 percent.
Those who try to make it seem as
though l\1edicarewill be in huge trouble
if drastic steps are not taken are just
looking to off-load our responsibility
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for America's seniors.
I don't think Republicans likeMedi-

care and I understand that because
Medicare is very expensive and doesn't
go away and keeps getting more and
more in your collective legislative face.
But I have been working on this so
long that I almost don't know what to
think about it anymore. All I know is
that when you come up wi th reforms it
always derails for larger substance. I
have not met any seniors asking for
reforms. The one thing they love is
Medicare. The demand for reform
comes from ideological people, politi-
cal people, and congressional people.
These people are asking for reform, not
seniors.

If resources for a full prescription
drug benefi t arenot fi>rthcoming, what
is the compromise - a limited benefit,
a concentration on low-income ben-
eficiaries, or coverage only of cata-
strophic costs?

You could do that. I've voted for
that before -low income or catastrophic.
We did that, catastrophic health care,
in the early 1990s. They repealed it in
the House and I actually led the fight
on the floor in the Senate not to repeal
it and three times we refused to and
then the House kept repealing it so
there was no hope and we repealed it.
But it was one of the best health care
plans. Thirty-seven bucks a month
gave you complete catastrophic health
care and people were writing in saying
37buckswastoomuch.A$35 premium
is something I think seniors could live
with.

Another problem is that the senior
organizations are very much on the

sidelines. I gave a speech to AARP a
couple of weeks ago in which I essen-
tiallytold them - because they're in the
business - I told them that they've
been on the sidelines. You represent
all these seniors, but you're not a
factor. It was a good speech, but I
haven't seen any results from it.

So I could support a low-income
benefit, but it is not where I want to
start. I could end up there. I'd rather
do something than nothing. If that
could be agreed upon, that could be
positive. We have a chance to do
more. The problem is that what's go-
ing on in the world, I think, is
budgetarily limitingwhat t1exibilitywe
have now. But it's all a matter of
priorities.

If it comes to that, is one option
better than another - limiting the
benefit to those with low incomes or
only covering catastrophic costs?

In July, the Democrats proposed a
low-income catastrophic plan that I
voted for. The reason I voted in sup-
port of this kind of program is that the
majority of seniors inWest Virginia are
low-income. The proposal in the Sen-
ate would have provided them total
coverage for their drug expenditures.
I t also would have provided all benefi-
ciaries some protection against cata-
strophic costs and some assistance
with their routine drug costs. But it's
ultimately not where we want to start
the conversation. If you say that is
what you want to do, the conversation
drops back from that point, you see.
And I want to exercise the maximum
amoun t ofleveragc, bu t I'm just telling
you that I voted for it and I could do
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that. It would, in fact, help most of the
people I represent. This is selfish, if
you want to look at it that way, but
those are the people I represent and
they are not very wealthy.

If the costs of prescription drugs
could be kept down, it may be more
attractive to implement .1 prescrip-
tion drug benefit fix seniors. You
introduced legislation last year that
would make generic medications more
affordable by closing loopholes in
patent laws that allow pharmaceuti-
cal manufacturers to exceed patents.
Do you think this legislation or simi-
lar bills will be implemented this ses-
sion?

We're all for that. It was one of
those things that had terrific momen-
tum last year. While seniors urgently
need guaranteed drug coverage, oth-
ers desperately need relief from the
increasing cost of prescription drugs.
I guess we didn't end up with very
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much, did we? The House never took
itupandldon'tknowifthereismomen-
tum to visit that this year. I don't think
so. The major drug companies have
made an art form out of using the "or-
ange book" to extend their patents.
They wait until the very last moment
and then they change the color of the
pill and turn it from Tylenol® hard to
Tylenol" gel, calling it a different
thing. Then they get a new paten t and,
therefore, more time. It is very bad.

Generic drugs are coming in strong.
They tend to be a lot cheaper; they can
be up to 60 percent cheaper. They don't
have a lot of the profits in the market
now. An interestingpointis that generic
drugs have a 45 percent utilization rate
but that accounts for only 8 percent of
the total expenditures on pharmaceuti-
cals. But the answer to your question is
yes, it's a very important thing to have
happen. It's important to costs; it's
important to competition. Pharmaceuti-
cals are stretching the law.

James D. Rockeftller was elected Governor ofWest Virginia in 1976and re-elected in 1980.
In 1984, he was elected to the United States Senate, and re-elected in 1990, 1996 and 2002. In
the United States Senate, Rockeyller is the vice-chairman of the Senate Select Committee on
Intelligence. He also serves as ranking member of the Health Care Subcommittee on Finance, as
ranking member of the Aviation Subcommittee on Commerce, Science and Trade Committee.
He also serves 0n the Senate Comm ittee 0n Veterans' A.!fai rsa nd the Senate Comm ittee on Foreign
Relations. Rockeyller is nationally known as one of the strongest advocates for health care reform.
In the late 1980s, when he served as chairman of the Pepper Commission (the Bipartisan
CommiHion on Comprehensive Health Care), he authored historic legislation reforming the way
physicians are paid under Medicare, and, in 1992, he won an historic fight to protect health care
benefitsfor retired coal miners, calling the victory the proudest moment of his career.



Interview with M. Kenneth Bowler,
Vice President, Federal

Government Relations, Pfizer Inc.

Due to the fact that millions of
senior citizens lack prescription drug
coverage, have rapidly increasing
out-of-pocket drug costs, or have ex-
isting drug coverage that is eroding,
many proposals have been set iostl: to
provide seniors with access to aff()rd-
able prescription drug coverage.
These proposals include tax credits,
subsidies for low-income seniors, ex-
panding state programs, and a priva-
tized approach. President Bush has
just outlined his proposal for a ben-
efit that includes subsidies, but also
supports privatization. In Pfizer's
opinion, what mechanism ismost sui t-
able?

Several years ago, the pharmaceu-
tical industry, including Pfizer, en-

dorsed the proposal that came out of
the Breaux-Thomas Medicare Commis-
sion. I think the proposal, or proposal
outline, most recently announced by
the White House is similar in its under-
lying reform objective to the report of
the Breawc-Thomas Commission. The
most significant clement of both pro-
posals is that l\1edicare beneficiaries
could chose from competing health
insurance options offered by private
entities. I have heard Senator Breaux
compare this to the current federal
employees' health insurance program.
A Medicare beneficiary could choose
an HMO, or a Blue Cross/Blue Shield
insurance package, as do federal em-
ployees. For the low-income benefi-
ciaries, the government would subsi-
dize the cost of the premium. In other
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words, the government would help
pay insurance premiums; rather than
reimbursing health providers for the
cost of care, as under the current Medi-
care program.

As you know, earlier this week,
President Bush released a plan re-
garding a prescription drug benefit
for seniors. I-Iowdo you respond to the
critics who believe that the plan out-
lined by the president would be a
windfall for the pharmaceutical in-
dustry since more seniors would be
able to afford prescription drug cov-
erage and physicians, in turn, would
prescribe more drugs?

The underlying issue in the Medi-
care drug coverage debate is that there
are Medicare recipients who don't
have adequate drug coverage; and,
therefore, are going without medicines
that they need. The intent of all of the
proposals, whether it's the president's
or Senator Daschlc's, is to correct this.
If legislation is passed that does this,
which does help the elderly get the
medicines they need, the industry as-
sumes there would be some increase in
the volume of medicines that we sell. I
don't know what that increase would
be, or ifi t would be large enough to be
characterized as a "windfall." Also,
everyone assumes that, whatever type
of Medicare drug coverage Congress
enacts, it will include controls on the
prices Medicare or Medicare patients
pay for medicines, which will balance
the gain to the industry from an in-
crease in volume.

Pfizer is actively advocating enact-
ment ofMedicare drug coverage legis-
lation. We are not doing this because
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we think it will be a "windfall" for the
company. We are doing this because
we believe all those who need the
medicines we discover should have
access to them. And, frankly, we don't
like being the political football every
campaign year because there isn't
adequate drug coverage for the eld-
erly. Pfizer's focus is discovering new
medicines. It is our success in this
endeavor that will increase our rev-
enues; not the passage of a Medicare
drug coverage bill.

Considering the three options of
President Bush's plan - seniors can
stay in traditional Medicare and re-
ceive enhancements such as a dis-
count card, they can choose to receive
care through private insurers with a
drug benefit integrated into the insur-
ance plan, or they could choose the
"Medicare Advantage" option which
is viewed as a mix of managed care
plans - is one option more tsvorsblc
than the other for Pfizer?

We support the principles reflected
in the outline of a proposal the presi-
dent recently released. However, we
will want to carefully analyze the de-
tails of this plan, when they are re-
leased. As I said, the president's plan
appears to be comparable in principle
to what the Breaux-Thomas Commis-
sion recommended, which we support.
We have said from the beginning that
it is unrealistic to think we are going to
eliminate the current Medicare pro-
gram, and we have never advocated
repealing the current benefits. We
have advocated adding significant
reform clements and options to the
current system. With regard to new
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clements and options, including those
suggested in the president's recent
announcement, we begin our analysis
with two questions: Will they ensure
the elderly access to the best available
medicines as prescribed by their doc-
tors? And will the reimbursement be
adequate to allow us to continue to
discover new medicines?

Our experience with government
programs in the U.S. and around the
world, whether it be the U.S. veterans
program or the government-run pro-
gram in Canada, has been that when
the govern men t bears the financial
risk, sooner or later, access to medi-
cines is limited through restricted for-
mularies or other procedures, and re-
imbursements are reduced. This is
why the industry supports a reform
model, like the Breaux-Thomas Com-
mission proposal, that involves pri-
vate entities who are at risk. We know
there will be required discounts under
any proposal. But, based on current
experience, we prefer to negotiate prices
with private entities rather than having
the government set them by regula-
tion. Again, that is why we support
Breaux- Thomas, [and] why we look
favorably on what the president has
recently proposed.

You just men tioned Pfizer's prefer-
ence fora private model. TheAdmin-
istration believes that allowing se-
niors to opt for a private insurance
plan, such asMedicare+ Choice plans,
over current coverage will promote
competition and increase long-term
solvency. How exactly will the plans
compete? Will they restrict benefi ts as
is currently occurring in Medicate-
Choice plans?

Whether or not there will be a suf-
ficient number of competing plans in
all parts of the coun try, and whether or
not the drug coverage and other medi-
cal benefits they will offer will be ad-
equate, are the two major questions
and challenges facing the proponents
of the private model proposals. These
questions won't be answered for cer-
tain until a bill is passed, and a private
model program is implemented and in
place for apcriod of time. Theassump-
tion is, and I think it's a safe assump-
tion, that, ifMedicare dollars are put on
the table, private entities will come
forward with competing plans. But, as
you know, insurance companies have
said that, at least under some of the
bills, they won't participate.

The number and type of plans that
choose to participate will be influenced
by the critical coverage, benefit and
payment features of a private model
program, including required benefits
and allowed restrictions on covered
benefits; limits on premiums, deduct-
iblcs and other patient co-payments;
low-income subsidies; and, reimburse-
ment levels and financial protections
for private risk-bearing entities. The
challenge for those who draft these
critical features will be to provide suf-
ficient latitude to the plans in structur-
ing abenefit, premium levels and cost-
sharing provisions to encourage com-
petition, while at the same time impos-
ing some budgetary controls. The fi-
nancial incentives at the beginning
will have to be good enough to encour-
age a sufficient number of plans to
participate and compete, and will have
to remain adequate to keep the plans in
the program. As you know, a number
of plans participated under Medicare-
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Choice in the beginning and then
dropped out because they said Medi-
care reimbursement levels did not keep
up with costs. There is a significant
danger of the same thing happening
under the private model proposals like
the president's.

Is one plan better than the other-
the plan set forth last year by House
Republicans that allows the use of
prescription drug-only plans versus
the use of regular insurance plans?

They are not completely alike, but I
don't think there are major differences
in the different drug-only proposals
introduced in recent years. Pfizer be-
lieves that competing, integrated, com-
prehensive insurance options for
l\1edicare beneficiaries, as contained
in the Breaux-Thomas Commission
recommendation, is highly preferable
to a drug-only plan, like the House of
Representatives has passed in the last
two Congresses.

However, we are fullyawarc of how
difficult it will be to enact a Breaux-
Thomas Medicare reform bill. We sup-
ported the House drug-only bills both
times they passed, because they are
based on the private market model of
the Breaux-Thomas Commission, and
because enactment of Medicare drug
coverage in some form is so important.
However, insurance companies had
trouble supporting the House bills
because they were limited to drugs,
which theydo not think is an insurable
event. You recall, they said this is like
insuring against the need for a haircu t.
We are also concerned that drug-only
plans continue to fragment the deliv-
ery of health care.

5 I

Some researchers assert that apre-
scription drug benefit for Medicare
beneficiaries will end up saving costs
in the long run because by providing
seniors with access to new and inno-
vative drugs, spending on other ser-
vices such as hospitalization will be
lowered. Do you believe this is so?

Yes we do. We believe that ex-
panded, appropriate use of medicines
can and will reduce costs in other parts
of the health care system. This is
central to our support for the Breaux-
Thomas Commission recommendation.
We believe that comprehensive and
integrated plans that direct patients to
the most effective and efficient medi-
cal care can reduce health care costs.
In addition, and equally important to
reducing overall health care expendi-
tures, we think such plans will provide
higher quality health care.

The ulcer medicines, like Zantac®
and Pepcid'", that have virruallyclimi-
nated ulcer surgery, are great examples
of how medicines have changed and
improved medical care. There are other
examples and studies showing that
heart medications keep people out of
the hospital and reduce surgery. There
are also studies suggesting non-health
care savings from appropriate uses of
medicines. For example, medicines for
anxiety and depression can reduce the
number of employee sick days. There
are also studies that suggest that re-
strictions on medicines can increase
hospital, nursing home and other health
system costs.

Another approach often lauded by
the Administration is the issuance of
block grants to the states to expand or
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implement state pharmacy assistance
programs. With the costs of drugs
rising, many states arc seeking to
curtail their spending on prescrip-
tion drugs provided through their
Medicaid program or these pharmacy
assistance programs. Further, the
state pharmacy assistance programs
vary widely in terms ofstructure, eli-
gibility criteria and benefits. How
does providing grants to states en-
sure that needy seniors will have ac-
cess to affordable prescription drugs?

First, the law authorizing the block
grants would have to require that the
funds provided be used solely to ex-
pand current state drug coverage pro-
grams for the elderly, to create such a
program, or to expand Medicaid cover-
age of medicines for the elderly. And
I am quite sure any legislation passed
by Congress would do just that. It will
not be just revenue sharing. Also, the
legislation should, and I assume would,
include some federal eligibility and
benefit standards.

If, because of ideological disagree-
ments, budgetary limitations or other
reasons, Congress is unable to reach
agreement on a universal drug cover-
age bill, Pfizer, from the beginning, has
said itwould support interim measures
such as a block grant to states to help
the most needy elderly purchase medi-
cines. The Breaux-Thomas Commis-
sion report, as I recall, talked about
interim measures, including block
grants to states. The other group of
elderly, other than those with low in-
comes, who need immediate assistance
are those wi th very high annual expen-
ditures for medicines.

Pfizer would support Congressional

consideration of a bill that helps these
two groups, as an interim measure. We
would analyze these more targeted
legislative proposals with the same
two questions: Will those who arc
covered have reasonable access to
available medicines as prescribed by
their physician? And will reimburse-
ment levels for pharmaceutical be suf-
ficient to allow us to continue our
search for new medicines?

There are some good state-based
programs that could serve as models,
at least as for the low-income elderly.
New Jersey, for example, has a very
good program that assists the elderly
with limited incomes who are ineligible
for Medicaid. Connecticut also has a
good program. Again, assistance for
the low-income and those with very
high pharmaceutical costs are interim
measures that Pfizer thinks Congress
should consider ifit can't reach agree-
ment on a more comprehensive pro-
posal. There is tremendous need, and
Congress should take what ever steps
it can, as soon as it can, to help those
most in need.

Can you commen t on the success of
the prescription drug discount cards
implemented recently by some phar-
maceutical manufacturers? Is this a
program Pfizer participates in and, if
so, how docs it work for seniors?

Yes, Pfizer has aprogram. Ours was
unique, because it is not a "discount"
program. It is a monthly "co-pay"
program. Lilly has also announced a
program similar to ours. Under the
Pfizer Medicare Share Card Program, if
your income is below 200 percent of
poverty-which I think isabout $16,000
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to$18,000foranindividualand $22,000
to $24,000 for a couple - if you are
eligible for Medicare, and have no
other health insurance coverage, you
can get any Pfizer medicine for $15 per
monthly prescription. Whether it's
Lipitor® for cholesterol, Cclebrex® for
arthritis, Xanax'", for depression,
Zithromax® for an infection, or any
other Pfizer medicine, you payonly$15
a month. There's no enrollment fee
and there's no premium. After a year
on the program, you have to re-enroll.
The administrative process is quite
simple. You submit your last year's
1040 tax form and a copy of your M edi-
care card along with a short applica-
tion form.

We implemented this program last
year and we have about 300,000 people
enrolled. A month or so ago we filled
the one-millionth PfizerMedicare Share
Card prescription. We expected a
higher participation rate, and we are
engaged in a number of outreach pro-
grams to make more people aware of
the program and get more of the eli-
gible elderly enrolled.

We have another excellent program
for the low-income that is run through
Community Health Care Clinics. Un-
der this program - the Pfizer Sharing-
The-Care Program - anyone whose
income is below the poverty level can
get any Pfizer medicine free of charge
at participating clinics. We started this
program in 1993 and, as oflastyear, we
had dispensed almost 6 million pre-
scriptions, at a product cost of over
$300million.

Is thatwhyyou think the participa-
tion rates are lower than you antici-
pated - because people are not aware
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of the program?

Getting the elderly to participate in
assistance programs is a problem for
government programs, like Food
Stamps and the Supplemental Security
Income program for the elderly, aswell
as a private program like ours. Aware-
ness is one of the reasons, which is
why outreach programs are important
for both government and private pro-
grams. Complicated application pro-
cedures are another problem. There
also seems to be a natural resistance
among many of the elderly to accept
assistance.

That was our last question regard-
ing prescription drugs. We are also
conducting two interviews regarding
the avaiJabiJity of AIDS medication in
Africa. During one of the interviews,
it was mentioned that Pfizer contrib-
utes roughly $10 million per year to
Fund a program that provides Diflu-
can® and medical training in Africa
with funding that is not time-delin-
eated. Could you comment on this?

Pfizer has a number of HI V/AIDS
and other international philanthropy
programs. The Diflucan® Partnership
program was jointly initiated in 2000
with the government of South Africa.
Under this program, we donate our
antifungal medicine, Diflucan'", free
of charge for the treatment of AIDS
related fungal infections. We have now
expanded this program to include other
developing countries hardest hit by
the AIDS epidemic. In addition to this
program, Pfizer, in partnership with a
coalition ofU.S. and Ugandan doctors
and health experts, is building a treat-
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mcnt and training institute atMakercrc
University in Kampala, Uganda.

Under our International Trachoma
Initiative, we provide our antibiotic,
Zi thromax'", free of charge for the treat-
men t of'Trachorna, which is the world's
leading cause of preventable blind-
ness. This program is currently in
place in eight countries, including
Tanzania, Morocco and Vietnam, and
we expect to add additional countries

over the next several years. Under this
program, we distributed over $200mil-
lion ofZithromax® as of the end oflast
year.

In our most recent annual report,
PfizcrChairman ~U1dCEO Hankl\!lcKin-
nell writes that Pfizer donates $2 mil-
lion every working day to provide
medicine, medical care and community
service to people who need assistance.
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Interview with Dr. Eric van Praag,
Director of Care and Treatment

Division,
Family Health International Institute

forHIV/AIDS

Family Health International has
worked extensively in Affica to con-
sult governments on how to combat
AIDS. From this experience, are there
particular governments in AfI-ica that
have been more dynamic and cre-
ative in their efforts to combat AIDS?
Have partnerships formed between
countries or regions on this issue?
Are there any other trends in activity
you can comment on?

Each government is very different.
It is not easy to say which countries
have been more "dynamic" because
the context in which our relationship
with countries works is very different.
In one country we may work mainly
wi th community-based organizations,

facili ta ting them to do better in terven-
tion and care, and in another country
we may be part and parcel of the na-
tional anti-rctroviral task force. Kenya
is an example of this, where we are
trying to help the government to de-
cide on setting standards for treat-
ment. So it really differs a lot.

From the Ministry of Health's per-
spective, I think the tide has turned in
all countries where the prevalence of
HIVIAlDS ishigh or moderate to high.
In those countries, we, at FHI, feel our
work with local partners is definitely a
commitmenttoworkforachange. All
government officials have themselves
seen HIV IAIDS in their families and
among close friends. That has trans-
latedintoakindofcommitment. I think

------ ------_ ----- -------
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the days of total government denial -
and there arc exceptions such as coun-
tries where the prevalence is very low
-arcover. We now feel acommitment
on the government level to do some-
thing about it. That doesn't mean
there is no stigma - there is a lot of
stigma still- bu t the commitment to do
something about it is there.

You mentioned a different type of
action on the part of the different
governments - some are much more
proactive, some more reactive. Fi-
nancially, how do you receive money
from the governmen t for the programs
your organization supports? Do a lot
of the governmen ts provide money
from their budget or do titiences come
primarily from foundations?

There are several questions here.
Let me first clarify how we work. FBI
comes in with money primarily from
USAID (U.S. Agency for International
Devclopmen t), but also from other gov-
ernments such as the United Kingdom
- DFID - (Department for Interna-
tional Development) or from founda-
tions in the U.S. or Europe. We channel
that money into contracts with non-
governmental organizations (NGOs)
and provide technical assistance to
build capacity for those NGOs and
government partners. Dueto USAID
rules and regulations, that money can-
not directly go to a government in
Africa. Sowe can go directly to NGOs,
large or small. There are ways to help
governments to do theirjob better and
get them involved; to invite them to
meetings and training workshops, fa-
cilitate their work, et cetera. But we
cannot directly support the govern-

ment coffers. There are other mecha-
nisms for that through debt relief, soft
loans, grants, et cetera.

At the other end, that commitment
I mentioned in the beginning needs to
be translated into something. One of
the ways to translate commitment at
the national level, but in my view not
the only one, is to show that your
budget shows enough money allo-
cated to that particular problem, for
example buying antiretroviral drugs.
However determining what is
"enough" and how to ensure that that
does not go at the expense of other
essential national services such as
health education, condoms, nurse train-
ing, malaria or cholera isdifficult. There
are so little resources available at coun-
try level anyhow. In fact, the absolute
number of dollars ministries of health
are spending on diseases in general
are declining over the last 10 years and
people are paying more and more out
of their pocket. A virtual absence of
health insurance system for the poor
and middle classes means, in particular
for the HIV affected who have more
recurren t illnesses in the first place, a
very substantial proportion of their
monthly income isgoing to buy health
services.

So in addition to calling for larger
national budgets, we need develop-
ment aid. We need to have organiza-
tions like the International Monetary
Fund (IMF) and the World Bank nego-
tiate with governments to increase the
overall health budget and to provide
government employees with salaries
on which they can live. But with the
currcn t freeze ofIMF funding because
of debt, there is no mechanism through
which salary structures of government
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workers can be increased. So we still
meet and work with people of similar
academic levels as you or me in the
ministry of health earningjust $100 or
$200 per month. How can you expect
that that commitment, what he or she
says and feels in his heart, can be
translated into action ifhe cannot send
his children to a proper school or can-
not have a decent and modest life
according to his status?

There is adoublestandard here. On
the one hand, we say that we cannot
support govern men t, we freeze expan-
sion of government staff, and we freeze
income because governments have to
pay their debt and have to clean their
government structures and increase
privatization. On the other hand, we
want the government to do more on
HIVI AlDS forwhich theyneed more
staff and facilities. So there is a dis-
crepancy there.

Even at highly discounted rates,
most Africans will still be unable to
afford the medications needed to fight
AIDS. Bysome estimates, the average
African spends little more than $10
annually on health care. How do you
address this issue and how do you
think Africans can get access to qual-
ity hceltbcarc while spending such a
small sum?

Well, that's entirely correct. There
arc many countries in eastern, central
and southern Africa where health ex-
penditure per capita is between $10
and $20 amon th and you wonder, with
all of this new in terven tions needed to
be paid for, howcan patients pay for it?
Our view is that simply dumping free
drugs in such a system won't work.
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Our approach wi th regard to who
pays what is that it is up to the govern-
men t or the mission hospi tals or NGOs
to determine their payment schedules
for patients. If they say this will be
done through a subsidized payment
and we let patients pay a little bit and
there are subsidized rates for the drugs,
then that's fine. I still think that we as
a donor country should give the medi-
cines for free or almost free to govern-
ments, big NGOs, or mission health
care organizations. But then it is up to
the governmentto decide what in their
system of health care fits best.

We should not make HIV/AIDS
different than tuberculosis, malaria,
measles, or other diseases As long as
it remains affordable within that local
context and exemption rules are main-
tained, for example for the very poor,
orphans, pregnant women. Ifwe are
going to disrupt systems because of
this massive influx of support for HIV I
AIDS, we are unbalancing the way
health systems need to be built up. I
think we should not make available to
coun tries we work with the same broad
variety of drugs available here. We
should support the purchase of drugs
according to their standards for first
and second line regimens set by na-
tional decisions. That is different for
each and every country.

FHI -USAlD isnow facilitatingHIV
care with treatment in three countries
- Ghana, Kenya, and Rwanda -where
we have strengthened existing health
systems at district levels. We have
chosen, in close collaboration with our
partners, some guiding principles in
our approach. First, access to care
should be equal within certain geo-
graphic areas, say a district or prov-
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ince where we focus our support to
develop learning sites with multiple
entry points for patients, such as a
voluntary counseling and testing site,
the outpatient department of govern-
ment and (mission) hospitals, the ma-
ternal and child health clinic and the
TB, STI clinics, Nationally agreed
[upon] eligibility criteria, which include
medical and social criteria - for ex-
ample, proof that you are living in the
area of the facility - are put in place.

A second principle is the compre-
hensiveness of care. Our services meet
the medical, nursing psychological and
social needs of families affected by
HIV from treatment to counseling, from
home care to legal support. We then
train the staff, make sure the labs are
working, develop standard operational
procedures for the various interven-
tions and build partnerships with other
organizations with expertise in social
or legal support or with organizations
ofpeoplclivingwith HIV/AIDS. We
strengthen the drug management sys-
tems to ensure that the ARV drugs are
available in the same way other drugs
are available for that particular hospi-
tal or medical service.

There's a bit of a sustainable devel-
opment philosophy behind it. I know
that's different from how many other
organizations are working in amore ad
hoc way, but we are choosing to pro-
ceed through these entry points and
we'll see how that goes.

Given the negligibility of the
amount of money that most Africans
have aveileblc to pay for their
health care expenses, and given thst
the efforts now to provide drugs in
Africa are more on the subsidizing

level than just giving these dnlgs away
for free, do you think it will have any
impact if there are subsidized dnlgs?
In other words, if these drugs are
given out at half the cost most Africans
still won't be able to afford them. So
do you think the effort to subsidize
isn't going far enough?

My view is that even for that $30 a
month - that's the cheapest that it can
come with generics - is, of course,
much too high for most governments
of highly affected developing coun-
tries. In that case, there is still an
obligation of the donor community-
beingitthe World Bank through grants
or cheap loans, or bilateral support
from rich countries - to buy those
drugs for that very low price and give
it to those governments. The govern-
ment, in turn, should then develop
cost sharing mechanisms according to
what patients can pay.

The pharmaceutical industry
doesn't like this because they ques-
tion why they should subsidize or
reduce the price at allwhen theywould
like to sell to governments in a com-
petitive market. But this is much too
high of a price for governments to pay.
I t is outrageous for their public health
budget where so many other crises
need to be dealt with as well. Take
malaria or cholera as an example, or the
efforts to reduce maternal mortality.
Then again, bilateral donors have to
grant money to the government for
them to buy from the companies at the
lowest price, because the companies
won't sell for those low prices to
USAlD,or DFIDorCIDA (the Cana-
dian International Development
Agency). With U.S. government fund-
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ing, however, that is now going to
change. Negotiations have started to
allow USAID money to buy drugs
directly from the industry outlets in
developing coun tries or from the com-
panies at the same price they are charg-
ing in a developing country. The pro-
cedures have still not been finalized
but the movement is there.

Most Africans live in rural and
isolated communities and can be dif-
ficult to reach, even when govern-
ments have AIDS drugs available for
distribution. Howdifficult is the prob-
lem of delivery? flow can this prob-
lem be overcome? How can health
professionals provide f()llow-up care
to monitor progress and make sure
treatment regimens arc strictly f()l-
lowed?

That is very true and the only way
is through a phased approach, which
by definition is not equitable. So the
political slogan, equitable access, is of
course in reality not practical because
treatment for any condition is more
difficult in the most rural areas than in
the capital city. We can't overturn that
overnight. Ifit is difficult to get your
pneumonia treated with an antibiotic,
which is only available in town, then
that system will prevail for some time.
FHI and many other NCOs are calling
for the development of provincial or
district based "learning sites." At that
level, which is usually the capital and
the major towns where there is some
infrastructure, we should quickly de-
velop alearningsitewith proper train-
ing, a functional laboratory, a nutri-
tional support and drug distribution
and safe regulatory system, and proto-
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col so that people can be assessed.
Are they eligible for treatment or not?
If they are eligible, they get treatment
there. We should make those learning
sites operational, document what it
takes minimally to provide care and
treatment at an acceptable level and
then move to more peripheral sites.

For the anti-rctroviral therapy, my
view is that a physician, somebody
who has the authority to prescribe,
should be the one who guides this
approach. We cannot, as yet, go
straight to the health center or dispen-
sary level to have a nurse practi tioner
or dispenser make the decision that a
person should be on treatment and
how to monitor that properly. You
need to identify that at the district
hospital level. Take a country like
Uganda. If you say district hospitals
are the access points, then you are
talking about 70 to 80 sites per country.
Those seventy or eighty sites in a
country of 22 million people can, of
course, never reach the whole coun-
try. Thatwould be impossible. A major
emphasis will be learning to develop
those 70 to 80 sites and strengthen
functional referral mechanisms to link
peripheral clinics better with the dis-
trict hospitals. Itwill take at least five
years to reach that. Then see how we
can follow up from there. Maybe people
could come for the initiation of their
therapy and then train the medical
workers and the nurses for follow-up
treatmcn t and refer properly when there
is an issue to refer back to the district
hospital, like for any other medical
condition.

Mypoint is, let's not make it differ-
ent for AIDS than for other health
issues. But we have to be careful,
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because more than any other disease,
including tuberculosis, the initiation
and adherence to the prescription has
to be rather precise in order to avoid
resistance. We should not exaggerate
this whole resistance issue, but again,
it is not just a short course therapy for
an acute infection, not even a six-
month therapy for TB; it is a life long
"contract" one makes with the care
providers team to manage a chronic
disease with all kind of issues happen-
ing over time, which need to be ad-
dressed.

How effective are so-called 'ABC
programs', which stand for 'absti-
nence, be fai thful, use a condom'? Are
there certain countries or subpopula-
tions where this campaign has been
particularly effective?

There is a political connotation in
this question I am afraid. ABC is of
course a very hot issue here in this
country. Luckily, it is not such an issue
in the rest of the world where we have
learned that letter represents an inter-
vention has tremendous value for the
audience it is directed towards. So the
A is key to primary school boys and
girls, the B is key to couples, and the C
is key to risk situations which are and
will continue to happen to most of
everybody in certain situations. But in
this country there is an emphasis on
the A and B at the expense of the C. In
my experience, that's very unfortu-
nate.

What we have learned in preven-
tion is that prevention is not easy.
Ensuring that preven tion interven tions
reduce transmission in a sustainable
way is tough. Even in this country we

don't see that among populations wi th
high transmission rates in the pres-
ence of care and support systems. On
the contrary increases in HIV trans-
mission are reported among
marginalized women, withingaycom-
munities, et cetera.

TheAof abstinence, the B offaith-
fulness, and the continuous proper
use of condoms arc of equal impor-
tance, but it depends on the context. If
I go to the primary school of my wife's
village to meetwithgirls between 8 and
12 years of age, of course the approach
would be much more toward postpon-
ing first sex and abstinence. But if! go
into the bigger town there and work
with truck drivers or bartenders, my
emphasis would be on the safe and
continuous use of condoms. It is con-
text-specific with balance between the
A and Band C and other prevention
activities.

I think many countries have had
success, but not success particular to
the A, B or C component, because you
can't split those. We have success
because 50 many things have hap-
pened at the same time - there is gov-
ernment commitment, good condom
promotion, good health education at
school, access to care where patien ts
get respect and dignified care, and
sufficient HIV disease that people can
see what happens in their families or
neighborhood. All these factors to-
gether in Uganda, Thailand, Zambia,
Tanzania and other countries have
meant that the incidence goes down.
We can't single out a particular inter-
vention.

While the iocus of this interview is
HIV/ AIDS in Africa, the problem is
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much more widespread. A recent ar-
ticle in Foreign Affairs highlighted
the growing problem in Russia, India
and China. How big is the problem?
What are the issues of availability in
those countries? With the focus now
on AtTica, is there a fear that the
growing problem in these other areas
might be neglected?

When I hear this question, which is
true - rapid increases in areas until
recentlywi th very low prevalence - my
gut reaction is why you don't mention
your own country and the high preva-
lence in the inner-cities of America?
What I have seen here in this country,
for example in Anacostia [area of south-
east Washington, DC], where I've vis-
ited different welfare clinics, is very
surprising indeed. The amount of
poverty, broken homes and high HIV /
AI D S prevalence ra tes like many parts
of Africa, yet with a sophisticated and
beautiful clinic which can only provide
care because of the special charity
support mechanisms it has with no
sustained public support system in
which to operate. I think we can learn
a lot from Africa in this country about
social development in order to prevent
and care even better in America. In
parts of Russia, because the change in
the social-economic system has led to
high increases in poverty, prostitu-
tion, and sexually transmitted diseases,
HIVhas creeped in aswell. In China the
situation is a bit different. The bulkof
the infection has been linked to selling
blood by people who need that money
due to poverty, and that's created a lot
ofHIV there. And now there is the high
mobili ty of people so people from one
place bring that infection to other
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places. In India, in particular in urban
India, not somuch rural India, increases
there have taken place as well.

So that is as important as it is in
Africa because there we are still hope-
fully at an earlier stage of the epidemic
so that maybe we could have more
impact on the epidemic. Although I am
a bit pessimistic because we really
haven't addressed prevention as we
could address it. We don't know if
whatwe know about prevention meth-
odologies will be effective. Are we
sure that we can really change social,
cultural norms vis a vis sexuality? Can
we change drinking culture in sub-
Saharan Africa, which is very much
linked to casual sex? Can you change
the widespread poverty and male-fe-
male relationships, which allowno other
way for young girls to get money [ex-
cept] through casual sex? Can those
very basic determinants of develop-
ment be changed with our interven-
tions for HIV prevention? I don't have
a clear answer, but! thinkthatjustABC
may help, but it may not be a sustained
change if we can't address poverty
and education in general. So I'm pes-
simistic in that respect.

But I don't see that there really is a
neglect for Russia, India and China.
There isalot of attention in the UN, the
WH 0 and UN AIDS raising the issue
directly. Countries are mobilized. It's
true that earlier in the epidemic, that
neglect and denial at the policy level is
much larger. We are reinventing the
wheel; it's really a disappointment that
the rest of the world doesn't learn from
Africa. Where we have really learned
in Africa and Thailand, how to address
issues, we have to start from scratch.
In India, it's a different culture. Al-
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though we've tried to have people
learn from each other, it's very diffi-
cult. A district in India would take all
the lessons learned from a district in
Kenya and move the control efforts
straight from there. It seems everyone
is reinventing the wheel there and start-
ing from scratch. But I think the aware-
ness is there.

HIV/ AIDS isan international issue
that requires an international re-
sponse. I-fow is U.S. policy blending
or clashing with other efforts to com-
bat AIDS in Africa and around the
world? Is the U.S. involved in mean-
ingful international coalitions or are
countries tending to tun their own
programs?

The international partners in HIV /
AIDS, including America, are indeed
coordinating through various fora, and
often underan UN umbrella likeWHO
or UNAIDS. However specific sup-
port to countries occurs rather parallel.
Infact,itisuptothe UN, theWHO, and
UN AIDS to ensure that those different
bilateral donors work together to help
those countries. Ideally, it should be
the governments of countries to coor-
dinate all those inputs. Because one
week there is a British team at the
ministry of health promising "Land
Rovers", computers et cetera and next
week the Swedes or Americans are
coming with a similar package. And of

course, you as a poor national AIDS
control manager from the l\1inistry of
Health can't say no. But those inter-
vention packages arc not coordinated
wi th each other and they have overlap-
ping within the popular geographic
areas Each donor bringing its own
reporting systems and with different
accountability systems, which makes
the work of a national AIDS control
manager very complex indeed.

There is a lot to be done in inter-
donor coordination and it's very diffi-
cult because that money comes from
our governments - effectively taxpay-
crsrnoney. So those institutions have
the responsibility to feed back that
information, the accountability, to their
own government. And the way you do
that in America is different from the
way you do it in Holland or France.
Specific donors won't like the fact that
monies put together have one account-
ability system. A few countries in
Latin America and Africa opted for a
basket approach where all donor sup-
port for the health sector is put in one
common accoun t to which regional or
district health development plans can
draw from, abottom up approach. But
the outcome of that approach can never
be traced back to a particular donor, so
one would not know how many ma-
laria lives were saved from a specific
donor input or how many condoms
were bought?

Dr. Eric van Praag is aphysician and epidemiologist from the Nethcrlands who
has worked extensively in tropical public health and HIV/ AIDS care and prevention in
non- industrialized coun tries around the world. In}uly 2000, Dr. van Praagjoincd Family
Health International (FHI), aprivate non-governmental organization based in the United
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States, asFHI's new DirectorofHIV/ AIDS Care and Treatment Division. Prior to coming
to ~FHI,from 1988-2000 Dr. van Pmeg worked with the World Health Organization in
Zambia and in Geneva, Switzerland where he was the ActingDirectoroFthe HIVand STI
fni riativc ofVVH 0.

Dr. van Praag holds a Medical degree from the University of Amsterdam and a
Mestcr« degree in Public Health from the London School oFHygicnc and Tropical
Medicine. He has published extensively and is a member ofscicntific committees of the
major global and rcgional AIDS conferences.



Interview with Timothy Westmoreland,
Professor of Law and Public Policy,

Georgetown University

E ve1)'oneagreesthat the I-IIV/ AIDS
pandemic on the African continent is
a crisis. However, there are differing
opinions on how to deal with it. Spe-
cifically, some feel that allowing phar-
maceuticals to be provided free to all
Africans will hurt research and de-
velopment in the industry. Others say
that pharmaceutical companies are
putting profits before their patients.
Discuss this dispute and how a settle-
ment might be reached that would
satisfy all parties involved.

I believe that industrial nation phar-
maceutical companies should be pro-
viding, or at least not standing in the
way of, the production of pharmaceu-
ticals for developing nations. The

rationalizations they have offered for
why they don't do it are implausible
and wrong and they're damaging them-
selves. Even if you wan ted to stay
within their own cosmology- thinking
about the pharmaceutical industry in
industrial nations - it seems to me that
a lot of people are angry at the way
they've been handling this and the
public relations damage they've done
to themselves is worth a lot more to
them than the almost "rounding error"
it would cost them to allow these drugs
to be supplied.

The pharmaceutical industry, even
within its own framework, could do a
lot of things with these drugs that
would not hurt their Western markets.
The first and most obvious one would
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be to supply the drugs themselves. In
terms of marginal cost, it's not all that
expensive to keep the factory running
to create one or 10 or 10,000 additional
pills. In addi tion, providing at marginal
costs wouldn't affect their Western
prices and at the same time could allow
the provision of drugs to developing
nations quite readily.

The second thing they could to is to
voluntarily license their products to
generic manufacturers overseas. That
"voluntariness" gives them some con-
trol over how these drugs are used.
They keep bringing up the arguments
of trans-shipments and sending drugs
back into the Western marketplace.
But they could, with a voluntary con-
tract with generic manufacturers, actu-
ally make it possible to have some say
in how those drugs are manufactured
and distributed and at the same time
not lose any money on it.

The final opportunity would be at
least not to stand in the way of generic
manufacturers. Nobodyina Western
country is going to be taking those
drugs and they're not even going to be
able to find a doctor who would be
willing to write the prescription. It's
just implausible to me that these ge-
neric drugs would be trans-shipped
back into the U.S. to take the place of
something they could have sold at
Western prices.

All of these things can be done
without even affecting their Western
prices and without affecting their
Western market. Then wewould go to
the stronger proposals, such as com-
pulsory licensing - requiring them to
give up some of their intellectual prop-
erty rights when the drugs are being
used for urgent problems in develop-
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ingnations. I'm not sure we even need
to go there, but J would support it if
they're not going to cooperate in any
other way.

It seems that in their own enlight-
ened self-interest they'd want to allow
the distribution so that they could
stop this hemorrhaging public rela-
tions damage that they are having
against their Western image. They
spend billions of dollars trying to get
their image up for all their new prod-
ucts, get brand names and re-name
themselves with a computer-generated
word that's going to be the name for
this pharmaceutical company. And I
think a lot of that is defeated having,
not just guys in black t-shirts, but
good, church-going people getting
together and saying, "Why is it you're
not helping these people, or at least get
out of the way?" It seems to me that
they're wasting their public relations
money if they end up blowing all their
reputation on these types of things.

So I suggest provision at marginal
cost, voluntary licensing and getting
out of the way of generic manufactur-
ers even withou t the license, or, if push
comes to shove, compulsory licensing
for urgent problems.

Could you please comment on the
issues ofblack markets and tcimport-
ation?

The black markets seem to me a red
herring. First of all, there's been one
reported instance of something being
diverted. Who docs it hurt when black
market drugs are diverted? It hurts the
people overseas who aren't getting
access; it doesn't really hurt the drug
companies. The idea that they're be-
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ing reim ported into Western coun tries
that would pay catalog prices for these
drugs is preposterous. You have
some form of health insurance, I have
some form of health insurance, and all
of these things arc controlled sub-
stances that require prescriptions to
get. We're not going to take black
market drugs if we have any other
alternative.

Assume for instance the worst case
scenario - homeless on the street wi th
no community health center to go to
and they need drugs. How are you
possibly going to get drugs from So-
malia back to you? How will you pay
for them? It seems to me, if anything,
it's depriving the Western drug com-
panies of amarket that they choose not
to participate in. I don't see any way
that this could possibly harm their
domestic market.

Many African countries engage in
a practice called parallel importing,
in which antiretroviral drugs are
purchased from another country at a
lower price than they could be ob-
tained directly from the manufacturer.
What are the main regulatory issues
related to parallel importing, and
how might any regulatory problems
be addressed?

Someone looking at this from the
U.S. perspective is probably not inter-
ested in the importation, but rather in
the initial manufacturing in that other
country. I assume when someone
discusses parallel importing they mean
bringing it in from Brazil, India or, some-
day, from Thailand - although all those
countries say they are really ncar the
top of their production capacity for

their own domestic needs and they
don't have enough to produce it for
other countries. The legal or regula-
tory issue would be: Did that country
that manufactured it- not the one who
was importing it, although they would
probably be considered complicit, but
the one who was manufacturing it -
violate intellectual property laws or
patent laws in the first place? There's
been a lot written about India and
Brazil in this area.

The initial issue iswhether there are
intellectual property problems with the
country that manufactured it from
whom the parallel importer is importing
it. As far as importing it - and I'm
assuming for the purposes of this dis-
cussion we're not routing it through
U.S. borders and then back out again
- I don't know that there are any other
legal problems with parallel importing
other than the intellectual property
violation that someone would allege.

The other legal problem is if the U.S.
government decides to continue to
press its intellectual property issues in
a trade context. Then I suppose some-
body could possibly be trade sanc-
tioned for importing in addition to
manufacturing.

In 1997, the government ofSouth
Africa was sued by agroup ofph arma-
ccuticsl rnanuracrurers for their vio-
lation of the Trade Related Intellec-
tual Property Rights (TRlPs) agree-
ment. A southAfricanlawignited the
debate when it allowed the govern-
ment to bypess patent law and obtain
generic pharmaceuticals to handle
severe public health problems. What
is your position on the case the phar-
maceutical firms presented and how
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do you think this will play out in the
future?

That case is what I think of as drug
companies doing terrible damage to
themselves as far as domestic public
relations. The news media coverage of
the case in the U.S. reminds me of the
"dog in the manger" analogy. A dog
is lying in a cow's manger where the
fodder is for the cow to eat. The dog
doesn't want it; the dog doesn't eat
fodder, it eats dog food. But the dog
is unwilling to move in order for the
cow to get to something it could use.
The "dog in the manger" is someone
who is in your way; doesn't need it for
themselves but is unwilling to get out
of the way for your needs.

This is a classic "dog in the man-
ger" situation with the U.S. and Euro-
pean pharmaceutical companies.
They're just getting in the way of
people who need it desperately, even
though the U.S. pharmaceutical com-
panies would be unwilling to supply it
themselves. I think they've done them-
selves grave harm. I'm glad they (the
government of South Africa) won. I
think the decision will continue to re-
verberate.

AIDS is only the first kind of major
publicity maker. As health care goes
from what happens to you in a surgical
operating room in a hospital where
they treat you to beingwhatyouget by
prescription and it becomes more trans-
portable or easily distributed around
the world, these issues are going to
continue to crop up as equity issues
between first and third world coun-
tries. When itwas all about high-tech
things you could have on the surgical
ward, that was not something that was
easily transportable back and forth
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from fIrst to third world. When it's
something that allyou need, at most, is
a refrigerator - and in most situations
you don't even need that - I think
these issues are going to continue to
crop up and I think the initial loss of
public rclations will reverberate
through the pharmaceutical compa-
nies for years.

Brazil and India have moved into
the market ofproducing generic AIDS
medicines. Through the act of com-
pulsory licensing - the manufacture
and issuing ofgeneric drugs without
the agreement of the patent holder-
these countries have become an im-
portant source of anti-retrovirals tor
Africa. They have also used these
drugs at home. Brazil, in particular,
has been able to treat more AIDS
patients by using cheaper drugs pro-
duced domestically. How is this move-
ment toward compulsory licensing
affecting the world market and what
do you see happening if the trend
continues?

First of all, those two countries say
they're close to their own manufactur-
ing capacity to meet their domestic
needs and they're not going to be able
to send drugs worldwide and cover
every third world country. So I'm not
sure that it affects the world market in
a big way right now. At the Barcelona
AIDS meeting (XIVIntemational AIDS
Conference heldJuly7-12 inBarcelona,
Spain), both those countries said they
were going to be able to help but they
wouldn't be able to do much. So I'm
not sure it affects the market except in
the two countries themselves - which
are huge markets that most drug com-
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panies don't want to supply. But they
are huge markets that can never in any
way afford even the deeply discoun ted
U.S. prices. The idea of even a 90
percen t discoun t from the catalog price
in the U.S. is not a reasonable thing.
And it's probably not good for the per
capita GDP for those countries. I don't
see how it affects the market place
worldwide.

If compulsory licensing were to
move into Western countries, eminent
domain seizure of patents or some-
thing like that would affect their mar-
kets; but we're so far away from that.
People are building more and more
protections of intellectual property.
There are various and sundry tricks
and games that are played to keep from
going generic in the U.S., but no one is
talking about seizure of patents in the
domestic market.

Even under current TRIPs agree-
ments in intellectual property law,
there's a question that lawyers refer to
as one ofjurisdiction. Where is it to be
tried? Whose law are you violating? If
drugs are made domestically for that
country, you have to be violating that
country'slaw. ForaplantinsideChina,
for example, or any other country that
doesn't currently have manufacturing
capacity and isn't already a signatory
to TRIPs, the drug companies would
have to bring the case in that country's
court; at least until the trade agree-
ments start making a trade court in
Europe. None of these drug compa-
nies is going to go to a Somalian court,
for example, and say we want you to
find that our patents matter more than
your people's lives. They're just not
covering these cases. So, to some
extent, I don't think compulsory li-

censing is necessary if it's possible to
manufacture the product domestically.

When you get to compulsory li-
censing there is the question you were
asking earlier - what if you make the
compulsory license to somebody
who's a signatory to TRIPs and who
could be tried someplace else? That
reminds me of the most interesting
presentation in the [Barcelona] AIDS
conference in this area: the Thai gov-
ernment. Thailand is now making its
own generic drugs as well. They are
clearly making it only for Thailand,
only to be used within that country
because they just don't have the ca-
pacity to produce more. The Thai
official gave a presentation saying that
they were not able to manufacture Thai
generic drugs to supply to the world,
but they were willing to do technology
transfer. Ifother third-world countries
would put together a plant of their
own, the Thai government would train
their technicians and perform quality
control once a year to make sure they
have good manufacturing practices in
place.

Brazil and India are already drug-
producing countries. They have the
manufacturing capaci ty. A lot of these
countries don't have anything; but if
Thailand is willing to export technol-
ogy, training and review of good manu-
facturing practices, I think that Thai-
land can possibly help everybody to
be self-sustaining for the production
of generic drugs for this epidemic and
other epidemics like malaria and tuber-
culosis as well. And if they do then we
run back to the question of jurisdic-
tion. Then the drug companies would
have to sue domestically to get juris-
diction of the issue. It doesn't seem to
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me that anybody's going to have a leg
to stand on this. You don't need to go
to the hot t1ashpoint issue of compul-
sory licensing, which many drug com-
panies have press releases on. You
can go to the domestic manufacture of
drugs and take the attitude: "Sue me
and come to my jurisdiction to sue me.
I'm only making it tor my own pur-
poses and my own country and I'm not
trans-shipping it and I'm not interfer-
ingwith your markets. I'm just provid-
ing it to my own people and you'll have
to defend it on my home court."

Since Thailand has become so in-
volved and offered their assistance,
how have they handled their own
AIDS problem?

Thailand is such an extraordinary
AlDS country. In the 1980s, when the
epidemic was beginning to be recog-
nized worldwide, Thailand had a huge
- and I assume it still does - commer-
cial sex industry, sex tourism and a lot
of prostitution. And they had a lot of
drug use as well. Their rate of new
infections among drug users was go-
ing up 7 percent a month. Stop and
compound that in your head. But
Thailand had aminister of health who
went into the government and said
that they had to give condom and safe
sex advice to everybody immediately
and they actually brought their infec-
tion rate not only under control, but I
think it's declined. It's one of the only
places in the world where the infection
rate is declining. They're not at the
point that Brazil is in guaranteeing
antiretroviral drugs to anybody else,
but they're getting there.
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In his State of the Union address,
President Bush highlighted his new
$15 billion AIDS ini tiativc for Africa,
$10 billion in new funds. How does
the Bush plan compare to those of
previous administrations? Given the
current economic climate, do you
believe this funding will become :1

reality?

On its face it seems like so much
more than the Clinton, Bush and
Reagan Administrations did. I say on
its face because I still have some ques-
tions on how this money adds up and
it's still nowhere near what everyone
thinks a fair U.S. contribution should
be - given our economic size and our
ability to pay for all those pharmaceu-
ticals. It is, on it's face, so much better
than anything else that's been done,
but I still want to look underneath to
see what's included in that figure.

Mr. Bush actually named a$300per
person price in his State of the Union.
The only people who produce at the
$300 price are India and Brazil, and yet
this Administration is still holdi ng ou t
against "compulsory licensing" or "il-
legal" generic manufacturer. Sowhere
is the $300 coming from? I've asked
this question of the Administration
and I haven't gotten an answer. I've
asked congressional staff people as
weIland theyhaven'tsaid. Do we have
a Western pharmaceutical company
who is actually going to charge $300 a
person? I've never seen it. Maybe
they're doing it. Maybe they're actu-
ally going to provide it at that rate. If
we're paying anywhere near Western
catalog price for this, then the money
is one big plus to the pharmaceutical
companies. It's not about providing
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aid, it's about showering moneyon the
pharmaceutical industry. SoI'm skep-
tical. I want to know where the money
is going and at what price the drugs are
purchased. If the catalog price is
$15,000 per person instead of $300,
then it seems to me there's a lot of
waste here and the American taxpayer
is paying to reward pharmaceutical
compames.

The newly elected Senate m~~jorit)'
leader, Bill Frist, the only medical
doctor in the U.S. Senate, strongly
backs the President's proposal. How
much influence will he be able to
muster in this process?

If Dr. Frist wanted to make this an
issue that he held onto, he would have
incredible influence. This is the point
man for the Administration for their tax
policy, their war policy, their budget
policy, for everything. He's the num-
ber one man in the country for them
right now. His statements and his
commitments have been terrific in the
past. But also in the past, he has been
talked down by the White House. How
much influence can he have? Infinite.
How much willhe have? Itdepends on
how much he negotiates, because it
seems clear to me that their money is
not where their mouth is.

Even at highly discounted rates,
most Africans will still be unable to

aitord the medications needed to fight
AIDS. By somc cstimstes, the average
African spends little more than $10
annually on health care. !-low do you
address this issue and how do you
think Africans can get access to qual-
ity health care while spending such a
small sum?

It will always be a "MASH (mobile
army surgical hospital)" hospital situ-
ation in developing nations to provide
current medical technology to people
at $10 peryear. Having said that, $300
per year is achievable. That's not
paying for the diagnostics, the anti-
infective drugs, orforanyoftheirother
health care needs like maternal child
health, heart disease, cancer, and to-
bacco addiction that would have to fit
into that $10. Again, the question is
not what you can provide from your
surgical ward but what can you pro-
vide from your pharmacy, and thus
what is more readily available? The
more you can reduce some of these
things to the ability of having the
pharmaceutical that you can simply
provide, albeit with a diagnostic, the
more chance you have of providing
medical care at that price. But that
can't be done without a lot of Western
assistance and pharmaceutical com-
panies backing up saying they are
choosing not to enforce their full intel-
lectual property rights in some fashion
- otherwise it won't be there at all.

Tim Westmoreland is a visiting proftssor of law and a research projessor of public policy
at Georgetown University. He teaches classeson[ederal budget policy and legislation and statutory
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Medicaid program at the Health Care Finance Administration. Westmoreland also has worked
as a senior policy follow at the Georgetown raw Center, where he taught in the clinical program
onflderallegislation; as legal counsel to the Koop-Kessler Advisory Committee on Tobacco Policy
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Book Reviews

Evidence Matters, Randomized Trials in
Education Research. Edited by Frederick
Mosteller and Robert Boruch. Brookings
Insri rurion Press, 2002, 231 pp.

Academic outcomes have changed
little for U.S. students over the last few
decades in spite of large increases in
funding and many innovative reform
efforts. One explanation for this stag-
nation is that we lack good information
on how to improve our educational
system. Perhaps in response to this
dilemma, the use of randomized experi-
ments in the field of education is
increasing quite dramatically. Indeed,
the U.S. Department of Education is
explicitly encouraging the use of more
experimental research designs with
over $40 million in funding per year.
Consequently, Mosteller and
Boruch's new book, which focuses on
the use of experiments in education,
has arrived at a very propitious time.
The book is based on proceedings of
a conference that took place in May
1999 and covers the history, ethics,
and politics of experiments in educa-
tion; how, where, and when experiments
should be used, and the pros and cons
of alternative evaluation methods com-
pared to experiments.

One of the strongest arguments in
favor of experiments is that theory and
non-experimental methods alone sel-
dom provide convincing policy
implications without fairly rigid as-
sumptions that are hard to justify. The
most rigid of these is that the non-
experimental method provides

unbiased estimates, a claim that can
seldom be confirmed without a true
experiment. Experiments, in contrast,
can generally make do with far weaker
assumptions. Among the assump-
tions that are needed to use
experiments, perhaps the least palat-
able is that the results can be applied
to groups not analyzed in the experi-
ment. This assumption is far from
innocuous, but may not be nearly as
strong as it first appears, especially
when compared to the assumptions
needed to use other types of evidence.
There are a number of reasons for this.

First, many non-experimental meth-
ods also estimate impacts that are only
valid for a subset of the population
studied. Second, convincing informa-
tion on the impacts of a treatment on
one subgroup of a population is likely
to be considered useful for estimating
impacts on other subgroups, perhaps
better than potentially biased informa-
tion on a more relevant group. Third,
in some cases the subgroup included
in the experiment may be the group
most likely to be affected by the treat-
ment. This could happen if, for instance,
many people do not want to receive the
treatment being studied by the experi-
ment. Such people might also be
resistant to accepting the treatment
when it became a standard policy.

Another assumption that is often
needed in order to use experimental
results for policy purposes is that the
effects arc localized to the units being
randomized - for example, using stu-
dents rather than schools. Indeed this
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is a major point of the last chapter of
this book. However, many non-experi-
mental studies also look at micro-level
effects (i.e. at the student level) and
thus, tend to ignore the macro-effects
that occur at higher levels (such as the
classroom, school, or geographic area).
The assumptions needed to usc ex-
periments for making policy decisions
arc generally far easier to justifY than
those for non-experimental methods.

One of the strongest arguments
against experiments, or at least a con-
cern that could help to explain why
many people are against experiments,
is that imprecise results can be pre-
sented as evidence of no program im-
pacts and consequently used incor-
rectly as evidence to cut back on im-
portant programs. Evidence that this
may be a problem is that one seldom
hears of experimental results that were
judged to be too imprecise to draw
strong conclusions. This suggests that
great caution should be taken to en-
sure that experiments not be used in
this way. One possible solution (not
mentioned in this book) would be that
rather than accept the norm of testing
against the standard null hypothesis
of "no impact," scientists be encour-
aged to test against estimates of how
large program impacts would need to
be to justify continued funding based
on cost benefit analyses. Of course it
is extremely difficult to judge how large
such program impacts need be.

Future work will, no doubt, provide
additional insight on these issues. In
the meanwhile this book helps to set
the stage for what should be an excit-
ing era of growth in the lise of more
rigorous education evaluation meth-
ods, especially those based on
randomized experimental designs.

DUi\:CAN CHAPLIN

The Urban Institute

Corporate Pou/er and the Environment. By
George E. Gonzalez. Rowrnan and
Littlefield, 2001, 1GO pp.

From climate change policy to land
management, environmental policy is
an integral component of the political
landscape. Often, its formulation is
considered fraught with tension be-
tween two seemingly opposed forces:
environmentalists versus corporate
interests. However, George E. Gonzalez,
in his historically rich book, Corpo-
rate Power and the Environment, dis-
cusses the intertwined relationship
between the "economic elite" and the
envi ronmen t.

Gonzalez first describes the previous
workofDomhoff Miliband and Edelman
to discuss the foundations of various
policy formula tion models. He then iden-
tifies four main policy formulation mod-
els, which form the basis of his thesis;
namely, the Pluralist, Plural Elite, Issue
or Policy Networks and Economic Elite
models. Gonzalez asserts that environ-
mental policymaking follows more of an
economic elite model rather than the
more traditional pluralist model. He also
maintains that issue or policy networks
are not as fragmented as some
policymakers may infer, but rather arc
coordinated by economic elites.
To support his hypothesis, Gonzalez
presents examples revolving around
the following: the U.S. Forest Service,
the U.S. Park Service, Redwood Na-
tional Park, Yosemite Park, theJackson
Hole National Monument, and the
Clean Air Act of1990 . Further, through
thorough research and compilation of
testimonies, letters, and other forms of
correspondence, Gonzalez not only
creates solid case studies on the pro-
cess of environmental policymaking,
but also gathers unique historical
documentation regarding several of
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the cases. The Jackson Hole example is
particularly illustrative of the economic
elite model of policymaking, focusing
on the elite Rockefeller family and its
impact on the policymaking process.

Finally, Gonzalez details the cre-
ation of different entities within the
context of political models, and elabo-
rates on how these bodies have shaped
environmental policy. In particular, he
notes the contributions made by
Gifford Pinchot and Stephen Mather in
shaping both the U.S. Forest Service
and National Park Service. In terms of
forestry, for example, Pinchot's alli-
ance with politicians who were linked
to the timber industry and other corpo-
rate liberals led him away from the
European forestry or purist philoso-
phy on land usc.

Although Gonzalez is able to sup-
port his hypothesis with detailed his-
torical evidence for many cases, his
last case, detailing air pollution policy,
does not capture this thesis as well.
The Clean Air Act follows the Issue
Networks Model with the creation of
theCAWG(CleanAirWorkingGroup).
I t can hardly be argued that this is a
fragmented approach; however, ad-
herence to the Economic Elite model is
not as markedly apparent. More atten-
tion to some of the backroom negotia-
tions of the Clean Air Act of 1990 may
have allowed a better study of its ad-
herence to the economic elite or issue
networks.

The environmental policy land-
scape has also changed considerably
since the 19'" century. There is a "para-
digm shift when public at large grows
an environmental conscience." This
level of household activism is mirrored
in the growth of public interest groups
and powerful environmental lobbying
groups. This increased level of public
mobilization creates a much more com-
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plex scenario than that prescribed by
Gonzalez in his previous case studies).
The model of the Sierra Club fits in
exactly with George Gonzalez's eco-
nomic elite theories as combination of
"academic reformers and civic-minded
business men". However, as the Sierra
Club morphed into a more grassroots
organization, the initial organizational
structure loses ground (p. 62).

In closing, Gonzalez contends that
"non economic actors" cannot influ-
ence policy even though they have the
power of the vote. He argues that the
vote determines who enters office, but
cannot control what is done while in
office. This argument is in contrast
with the policymaking process of the
civil rights movement - one where
non-economic actors played a large
role in policymaking.

Overall, Corporate Power and the
Environment brings environmental
policymaking into the complex para-
digm of the Economic Elite and Issue
Network policy formulation models in-
stead of relegating corporate interests
and environmentalist interests to sepa-
rate sides of the issue. Gonzalez has
elucidated, through original investiga-
tive work, the process through which
corporate liberals and academic purists
simultaneously formulate policy on for-
ests, national parks, and wilderness re-
serves. It remains to be seen if such
political models can be applied to the
highly evolved environmental playing
field. However, Gonzalez's work has
established the relationship between
coordinated policymaking and the envi-
ronment, thus laying the groundwork
for future studies.

MO!\iISHA R. SI-IMI

u.s. Department of i:'nergy, c'nergy
Information Administration
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