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Overhaul of Organ-Donation System
Supported by White House Gets a Boost

By LAURIE MCGINLEY
Staff Reporter of THE WALL STREET JOURNAIL

WASHINGTON—~A federal advisory
committee called for wider geographic
sharing of livers and other organs, bolster-
ing Clinton administration efforts to over-
haul the current system to steer more or-
gans to sicker patients.

The prestigious Institute of Medicine, in
a report requested by Congress, said that
broader sharing would result in more or-
gans being transplanted into patients who
are the most gravely ill, and thus save
lives. These are patients who are listed as
status 1 or 2a, meaning they have less than
a week to live because of acute or chronic
liver failure. At the same time, fewer or-
gans would be steered toward patients who
aren't as sick and whose survival is less de-
pendent upon receiving an organ.

r— The report by the institute, which is an
arm of the National Academy of Sciences,
is the latest development in the emotion-
ally charged issue of how to divvy up the in-
adequate supply of organs for transplants.
Last year, about 21,000 people received an
organ transplant, but 4,000 patients died
awaiting one. About 62,000 people cur-
Lielxtly' are on waiting lists.

“The current system of organ procure-
ment and allocation works reasonably
well, but significant improvements in both
its fairness and its effectiveness could be
made,” said Edward Penhoet of the Uni-
versity of California at Berkeley, who
headed the institute’s advisory panel.

In April 1998, the Department of Health
and Human Services, decrying a wide vari-
ation in waiting times across the country,
issued a regulation requiring much
broader sharing of organs. The aim of the
regulations, which were supposed to take
effect last October, was to ensure that the
patients with the most urgen! medical
needs got the organs first. A battle ensued,
with small transplant centers and the
United Network for Organ Sharing, the
federal contractor for the organ-transplant
system, opposing the regulations. Last
fall, Congress decided to delay the rules for
4 year.

The advisory panel, while not endorsing
the HHS rules, recommended that, for liv-
ers, “‘organ allocation areas’ be created
that would serve at least nine million peo-
ple; within those areas, patients with the
more urgent medical needs would get the
livers first. UNOS is already moving to-
ward wider organ sharing for the sickest
patients, but the panel recommendation
goes further. :

HHS Secretary Donna Shalala ap-
plauded the recommendation, saying that
broader organ sharing *'is at the heart of
the regulations we have issued."

Still, UNOS found some things to cheer
in the report—notably, the committee's
conclusion that the wide variation in wait-
ing times wasn't a reliable indication of

whether the system was working. In fact.
the panel found, the sickest patients wait
the same amount of time for organs, no
matter where they live. “UNOS is really
heartened to read this report,” said Margo
Akerman, a vice president of UNOS.

But the report found that the system is
less {air for less critically ill patients and
that there was "no credible evidence'" that
smaller transplant centers would be hurt
by broader sharing. The report also recom-
mended much more stringent federal over-
sight of the system, something UNOS has
resisted.

THE WALL STREET JOURNAL
WEDNESDAY, JULY 21, 1999
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Drug Makers Fault the Details
Of Clinton Medicare Proposal

By ROBERT PEAR

WASHINGTON. July 15 — Top ox-

utives of the pharmaceutical in-
dusery smid roday that they chated
Prexident Clinton 5 goal of intreas.
ing Madtcare beneficiarics' aocessto
prascription drugs, bus for we first
tme they criticized speetile features
ol his proposal, In particular, they
8aid they Iearcd that it could Jead ©
price controls.

The execucves drafted plans for
iobbying and advertising at & meet- -
ing of the board of the Pharmaceutl-

: cal Research and Manufscturers of
. America, & trade group (ar the Ddus-

wy.
Atter (he meeting, Gardon M.
Binder, chalrman of the association

. and chisf executive of Amgen lac,

said: “All seniors should have ao-

- eess to our modicines, and we hope

somewning can ba done by Congress
and the President this year. Buc It
sheuld be done in the ripht way, Aot

" the wrong way, or clse It could als-

courags ‘the deveiopment ol new
medicines."

The astoclation represents more
than 160 companies, and 28 particl-
pad in today’s mecting. Peopla who
atended 8aid the board had dis-
cusscd pians for a 330 milllon adver
tising compalgn and hnd reviewcd
two sample telovigion commercials.

~ Possibie themas for tha csmpalgn
- Include “no price concrols” and ""we

don't want the Government M eur
medicine eablnot.”

Drug campanies said thay wanted
to be dcen ps constructive and did not
wane o be vilified by the President
and Hillary Roaham Clinton, both of
M:::;u lsm‘.; agc\mdmm - 1y of
ot EINg. But tho executives ae-
knowledgod msar the industry did not
have an altarnativo ©o Mr. Clintan's’

proposal.

Alan F. Holmer, presikiont of the
aasociation, said drug makors had
many “questions and ooncerns
sbout the Prosident’s plan, under
which the Government wiuld pay
it the drug cests incurred by &
Madicare beaaflclary, with the maxh

2204, “Under thls propasal, ihe Fed-
eral Heolth Care Financing Adminis-
tration would betorne tha larpest
drug purchaser in the world The
hiseory of Medicare and B.CFA Iy

at policy makers start with unrost-
istically low qost estimutes. Then,
Raving promiscd 3aniors 3 ncw dbend-
fig, the Govarnmert limits secesy
treniments — In thig case, medicines
= and Imposes price contrals m o~
der to pay for 1"

Chris Jennings. a Whits House
alde, sald there was 0o basls for the
Industry's concern. “The Presidont's~
proposal hos no price controls,” Mr,
Jenatngse sald, " And there’s no mtens
tion to inject price controls.”

A drug company lobbyist whe at-
tended twday’s mooting canosded
that “‘om ks {ece, k'S bard to find the
prics controls” o the President’s
plan. Rather than ovarty regulaung -
drug prices. he noicd, me Govern |
ment would hire private companies
o MmanREs orug bonalits for the eid-
criy and disabled.

But It ™e costs exceed catimares .
— ac hag bften happened M the Medl- |
care program — the Goverament X
“will take it out of our hida,” the
lobbyist said, by cutting paymanta
for drugs.

Mr. Holmer asserted that e
President's proposal "would subal-
dize the rich at 1axpayers' expense,”
sinco taxes paid dy workers with low
and moderate Incomes would help
pay for progeription drug denefics lor
woalthy retirees.

Drug company executives spid
they ulso worricd that the now Dene-
it proposad by Mr. Clmion would
supplaat drug coverage new pro-
vided o retirees through the volune
tary etforts of employers.

“To discourage employert from
abandoning cthoee efforia,” ' Mr,
Holmer 3aid, “tha President would
reimburse employers for most of
thelr current costy - § massive Fed-
eral oatlay, hux no better covarage
for senlors.” oha .

Al 18 e pharmaceyt
cal ammlmm that s
204! Was w “Improve coverags of
prescription druge throeugh the prie
vate sacror,” including Modicare
health maintenance organizutions,
“rather than the traditional Medh
care leo-{orgervice program.”

The industry is ssarching [or the
bert oeckanism to achicve that goal,
and I3 strugpling with e question of
whothar the Government ehould
guarantge drug coverage for all
Madicare boneficlaries or just for
e nesdlest oncs,

Ehe New Pork Eimes
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Clinton Tells Colorado Youths He'll Stand Fast on Gun Control

Even as he lesued his veio threal,

NU. bca

had taded from the

s2id (be studenis hsd discussed

wilh President Clinton how o keep
Cengreas loaused o0 gun contral aow

that Qul

with lsvmakers, which both sides s, The President’s advice (o the

geaerally like to keep peivate. These  students, 8ir. Gold sald, was o ex-

ng fosce. Most lobbylats come to

illings a1 Colurmbine High in AprD,
heve praved (o be &0 uoususl fobby-
o Washingion begging lar a

give me » briefing an ft before I can

aware of whas else was in the bul and
make & final declaton **-

thougb, he said that he was not fully
that “the Altomey Genersl hes

WASHINGTON, luly 15 — Presi-
dant Clinton sald (odgy sl he sould

By KATHARING Q. SRELYE
veto the fuveoile-jusiice M il i

emergeq froru Congress with provl:

bms that weakeoed existing gon

oouteols.

yuutg lobbyists, in cantrast, have pand thefr numbers {n Colorado, cra-

bean ssught oot by poltticians.

4

1 witl not (B any wey, shape ot by the Senate nould impase »

Toej

aum-

ate similar groups in oiher slales

and tetwn next yeer.

This afesnoon Vice President A)
nd checks on  Gore, who has made school shoolings

ofthe bec of new gun controls, tacluding an

ng
Mr. Clntan declared at the  expansion of backgeo

{8570 COUNIENMNCS & neaken!

But despile Demaocrais' continaing

purchasecs snd a tian oo the import &

tnglul gun con-
{orget the 13 children who die every

““Don’t allaw the vicilms of

that
iro) will bz enscied his year, Mr.
“'Dan’t forges Littbeton,” he urged

Clinton sakd it was not top late for
Co.

Congress 1o heed the studenls’ mes-

sage.
day (ram gun'viglence. Mfany, meny,

many o (hern cao be saved. We must
nol loge the ncgency of ur mission.*

) cam-

Iz two

B

House det
Senators and more (han iwo dozen  Columblne (o have died in valn.

olher Inwmakers they had identified
as twing voles on gun conitol

Y

pailgn, went to the Capito), whare he

and Represeniadve Richerd A. Gep-
Jody GoM, an Internes consultant

focat poini of his
_yruths also met wih Colorade’s six-

ng  hardt of Missourl, ihe Houee Demo-

bs ln-  csalic leader, posed wiih thew. The

cluded In whatever bl eme

fromac

1ges

The President spoke today alter
meeting privately with tbe students

ening provision, elminating backe m the White Hovse. The sfudenls,

(het sprang up In Colorado altes the whoisonaol the graup’s chaperunes,

of high-capacity ammunition clips.
The House version provides no con-
trols, and the studenis are lobby)
for the Senate proviskang o
organized by a gunoonrol group

White House, standing {n froni of 89
shundents from Coloradd — 8 of. them
Jrom Columbine High School In Lil-
tleton — who are in Washingiao to
lodbby Congress for gua cantsols in-
cmiua in the Senave vesxion of e
bD!

Thae President noted that the Sen-
ate legislatioo also included a weak-
ground checks on psaple who re-
irieve their guns from pawnshops.
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‘i suspected that many drugs donated

- amples of how the donations i
+" proved the quality of life in various | about shipments of unwanted drugs
" countries. . o

.« But a significant
_ tions — anywhere from 10 percent to
.- 42 percent, looking - at the figures
* trom the two agencies in each of the :
" three countries — were not listed by’

v
1

y REED ABELSON
Public “health ofticials have long

to aid groups to be sent overseas do

. not meet local medical needs or are
likely to expire before they can be
“used. A new study by the Harvard

School of Public Health concludes

- that concerns over the quality of
" donated drugs are well founded. ¥*/ -

The study, to be released today, is
the first to look closely at drug dona-

“tions from the United States’ — a_
. byzantine process- that is rarely”
- made public by drug manufacturers

or relief agencies. The study focused
on two major American relief agen-

. cies, which cooperated on the condi- .
¢ tion that they not be identified, and -

used field studies in three countries,

- Armenia, Haiti and Tanzania. =" .
‘. ..Most drugs donated and sent over:
_ the two to three years of the study —!
between 1994 and 1997 — were con- -
_ sidered useful and helped those in

need. And the study cited many ex-
im-

amount of dona-

the recipient country or the World
Health Organization as high-priority
drugs. :

The study also found that, looking
at worldwide data from the aid agen-
cies, about 30 percent of the drugs
had a year or less until expiration,
and 6 percent had less than 100 days.

In the study, local health organiza-
tions in Haiti, for example, reported
that they received many drugs that
did not meet their needs and many
that had expired.

world Health Organization guide-
lines say drugs should be given at
least a year before the expiration
date because of the time it takes t0
distribute them, and most drugs
have a much longer shelf life. Ex-
pired drugs can lose their effective-
ness, and many relief workers feel
that donated drugs should meet the
same standards as those used at
home. :

“There are problems and issubs at
all levels,” said Michael R. Reich, a
professor of international health poli-
cy at Harvard who conducted the
study.

He pointed out that relief organiza-
tions, drug companies, charities, lo-
cal governments and the hospitals
and clinics all share responsibility
for making sure that donations are
handled i a way that will deterggine
whether the drugs meet local nfedi-
cal needs, and all bear some respon-
sibility for the large amount of
waste.

Relief workers concerned about
the problem say that as long as phar-
maceutical companies can expect
valuable tax breaks and a way to rid
themselves of excess inventory when
they donate goods, the stream of
unwanted donations is likely to con-
tinue. Charities, too, benefit by han-
dling these gifts, since they can be
used to magnify the size of their
programs.

The study did not address Ameri-
can tax law but focused instead on
actions the relief agencies and com-

panies could take.

Che New Hork Times
MONDA_Y, AUGUST 16, 1999
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S

. for having relied on the cooperation
_..of charities whose data and practices

-’ may have been berter than average.

““There is a real need for all these

organizations to .think hard about,

their practices,” he said.

The study was sponsored by the’

- Partnership for Quality Medical Do-

nations,” a group formed by drug’

comlpanies and relief agencies to try
.to improve their donations. Mr.
Reich emphasized that the study was

‘conducted independently and not re- |

- viewed by the sponsors before being
"sent to press for publication today in

“the .Bulletin of the World Health Or-
ganization. e R
- Mr. Reich's work *‘suggests there
is a good deal that is useful about
these donations, but that there is a lot
of work to be done,’’ said Jim Russo,

the executive director of the partner-
ship.. “Now we know where we
stand.”

Beyond its analysis, the study also
provided fresh anecdotal evidence

— drugs that did not meet the spe-
cjﬁc needs of the country or were
likely to expire before they could be
used. . K

who hand-carried medicine into the
country in response to local requests
were seen as a better source of need-
ed drugs than the American relief
agencies, which deal in bulk. Those

agencies were viewed as having "a
container ready to go'' and eager to
send the drugs whether or not they
addressed the specific needs of the

local hospital or clinic, according to

the study.

Two of the nine health organiza-
tions surveyed reported that half of
the drugs reaching them had already
expired.

And in Armenia, despite the Gov-
ernment’s strong role in screening
donations, many health organiza-
tions were given large supplies of
combination remedies that con-
tained both a painkiller and a decon-

gestant. Combination drugs are less

- useful because patients might not
need both. “‘Unpacked boxes of the
product were observed, stacked on
floors and on top of shelves up to the
ceilings,” the study noted.

The study was not conducted dur-
ing periods ‘of particular crisis in
each of the three countries, when the
quality of donations might worsen,
Mr. Reich said. The reports of relief
workers in Albania and Macedonia
earlier this year suggested that
much of the aid streaming into the
region during the Kosovo crisis was
inappropriate.

Although Albania itself could sup-
ply only about a {ifth of the drugs and
medical supplies needed by its hospi-
tals, according to the World Health
QOrganization, many of the drugs that
arrived had expired or were unfamil-
iar to local health professionals.

The cost to local hospitals or clin-
ics of inappropriate or unusable
drugs is significant. Not only is safe
disposal expensive because of vari-
ous local regulations, but in some
countries recipients must also pay to
transport the drugs or pay fees to the
government based on the value of the
donations. If the donations are no
zood, that is money that could have
been spent on more useful drugs.

[n surveving various companies
and reliel agencics, the Harvard

If “anything,” Mr. Reich said. the.
study may paint too bright a picture’

In Haiti, for example, individuals

group found a wide range of drug-
donation policies. Mr. Reich called’

. for more uniform standards among
both donor companies and the aid
‘agencies and more discussion of
‘whether donations are appropriate.

““Everyone agrees that there is a

“need for better definitions of best

practices,” he said. The World
Health Organzation's guidelines on

_what drugs should be donated have

helped to raise overall awareness, he
said. '

The partnership, which is current-
ly composed of seven drug compa-
nies and six charities, plans to meet
this fall with the World Health Or-
ganization to try to improve the pro-
cess of drug donations, Mr. Russo
said. .

Mexico Drugl Czar Shot At

MEXICO CITY, Aug. 15 (AP) —
Mexico's top anti<drug prosecutor
:cap;e.d gmnjured today when two

en fired at his
were wounded. car. Two people

The prosecutor, Mariano 3
Salvatti, and his wife were ridi*:egrirnag
!our-w_heel-drive vehicle on a main
street in Mexico City early this after-
noon when they were fired on by two
gunmen riding on the backs of mo-
torcycles, he told reporters. Mr. Her-

ran Salvatti's bodyguards. ex-
changed fire with the gunmen.

One bodyguard and one of the gun-
mtlevr; w;l:re wounded.

r. Herran Salvatti was appoi
drug czar in March 1997 aﬁ?e;n;elg
predecessor, Gen. Jesus Gutiérrez
Rebollo, was arrested on charges
that he took payoffs from a major
drug trafficker. He had previously
been Mexico City’s chief prosecutor.
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PETE DU PONT

The Washington Times

MONDAY, AUGUST 16, 1999

et me start out by saying Con-
gress predicted nine of
the last three national
“crises.” Many of you will
remember the swine flu scare back
in the 1970s. Congress got it in its
head that swine flu was going to be
a huge health problem, and so it
pulled out all stops, spent millions
of dollars and had everyone vac-
cinated.
; Fortunately, the dreaded flu cri-
sis never arose. Nor did we learn
the lesson that Congress is easily
éxcitable and willing to throw
money and a new program at
hlmost anything if it sees a political
advantage.
And that’s precisely what it sees
when looking at a proposal to pro-
yide seniors with a new prescrip-
tion-drug benefit. But surely there
{s a better way to address the prob-
lem than the president’s plan, which
would expand Medicare at a time
{vhen Medicare’s unfunded liabili-
ty ($8.9 trillion over the next 75
ears) is twice the size of Social
ecurity’s.
: If Congress has to pass legisla-
tion, here are four suggestions that
would make things better without
making Medicare worse.
@ Free Medigap. In order to limit
their financial exposure, most
seniors acquire, either through a
former employer or private pur-
thase, supplemental insurance,
which pays many or all of the
expenses that Medicare does not.
Like Medicare, the federal govern-
ment tightly controls the Medigap
olicies.
Were insurers given more free-
dom, they could create plans that

A better
medicine
for seniors

responded to the needs of the mar-
ket. Specifically, if insurers were
free to forgo coverage of many rou-
tine expenses, they could offer
more generous drug coverage —
with no increase in premiums.

® Free Medicare. Some 16 per-
cent of seniors have shifted out of
traditional Medicare and into a pri-
vate-sector HMO, and 95 percent of
them provide their enrollees witha
prescription-drug benefit.

However, the Clinton adminis-
tration and a Medicare bureaucra-
cy hostile to any challenge to its
power and authority have com-
bined to halt and even reverse the
trend. After the administration cut
reimbursement rates to Medicare
HMOs this year, many HMOs
dropped out of the program, leaving
some 450,000 seniors, many who
had drug coverage, scrambling to
find another HMO or return to
Medicare. Another 99 HMOs
intend to leave next year, affecting
325,000 more seniors.

What could the private sector do
for the elderly if they were free of
Medicare restraints? A Milliman &
Robertson analysis finds that with
the average amount Medicare cur-

BRINGING
IN A
GPECIALIST
TO HANDLE
THE BOOMK-

KEEPING...
\_ )

g

ntly spends on each senior, a pri-
vate plan could in principle estab-
lish a $1,585 across-the-board
deductible and cover hospital,
physician and drug costs above that
deductible. Although a deductible
of that size seems like a lot of
money, many seniors are already

spending $1,500 to $2,000 a year for -

Medigap coverage. What if they
took that money they currently

O GAN D nw-o-l 'r---uul
camLBY MEWG seRY

spend on Medigap premiums and
put it in the bank?

® Free Roth IRAs. Many workers
already set aside $2,000 a year after
taxes in Roth IRA retirement
accounts that grow tax-free. After
age 59, the funds can be with-
drawn without penalty for any pur-
pose, including medical expenses.
Since the elderly by definition sat-

isfy the age test, Roth IRAs could -

-GN

potentially serve as “back-ended”
Medical Savings Accounts for the
elderly.

However, there are two small
problems. First, the law prohibits
taxpayers from depositing more in
a Roth IRA than they receive in
earned income in each year. Since
only about 18 percent of those age
65 and over work (and therefore
have earned income), this restric-

tion excludes the vast majority of
seniors.

Second, unless deposits are held
for at least five years, the interest
earned is not tax-free. Clearly, this
restriction discourages the type of
annual deposits and withdrawals
that are needed for health care.

The solution is to allow senjors to
deposit the maximum in their
accounts (regardless of the amount
of earned income) and let them use
the funds at any time without tax
consequences — provided that the
Rotl: IRA backs up a Medicare or
(even better) a Medicare+Choice
private health plan.

® Free the states. Finally, Con-
gress should free up the states by
letting them use these funds for the-
purpose of providing prescription
drug coverage for the elderly poor,
perhaps by using a risk pool. More
than half the states have high-risk
pools that permit uninsured people
who have been denied health insur-
ance to obtain coverage for a rea-
sonable premium. They could do-
the same for those who have been
denied prescription-drug coverage.

These proposals would create no
new taxes (even if they were called"
premiums) and would cost the gov-
ernment nothing. At a time when
Medicare is in financial trouble, it
makes much more sense to look at
smaller, less-expensive and target-
ed solutions for those seniors who .
need help. :

Pete du Pont, former governor of
Delaware, is policy chairman for
the National Cemer for Pohcy'
Analysis.
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. et me start out by saying Con-
. gress predicted nine of
' the last three national

: “crises.”” Many of you will
remember the swine flu scare back
in the 1970s. Congress got it in its
head that swine flu was going to be
a huge health problem, and so it
pulled out all stops, spent millions
of dollars and had everyone vac-
Cinated.

. Fortunately, the dreaded Ru cri-
sis never arose. Nor did we learn
the lesson that Congress is easily
excitable and willing to throw
money and a new program at
almost anything if it sees a political
advantage.

' And that’s precisely what it sees
when looking at a proposal to pro-
vide seniors with a new prescrip-
tion-drug benefit. But surely there
is a better way to address the prob-
lem than the president’s plan, which
would expand Medicare at a time
iwhen Medicare's unfunded liabili-
ty (88.9 trillion over the next 75

ears) is twice the size of Social

ecurity’s.
' If Congress has to pass legisla-
tion, here are four suggestions that
vould make things better without
making Medicare worse.
+ o Free Medigap. In order to limit
their financial exposure, most
seniors acquire, either through a
former employer or private pur-
thase, supplemental insurance,
which pays many or all of the
expenses that Medicare does not.
Like Medicare, the federal govern-
ment tightly controls the Medigap

olicies.

Were insurers given more free-

dom, they could create plans that

A better
medicine
for seniors

responded to the needs of the mar-
ket. Specifically, if insurers were
free to forgo coverage of many rou-
tine expenses, they could offer
more generous drug coverage —
with no increase in premiums.

e Free Medicare. Some 16 per-
cent of seniors have shifted out of
traditional Medicare and into a pri-
vate-sector HMO, and 95 percent of
them provide their enrollees with a
prescription-drug benefit.

However, the Clinton adminis-
tration and a Medicare bureaucra-
cy hostile to any challenge to its
power and authority have com-
bined to halt and even reverse the
trend. After the administration cut
reimbursement rates to Medicare
HMOs this year, many HMOs
dropped out of the program, leaving
some 450,000 seniors, many who
had drug coverage, scrambling to
find another HMO or return to
Medicare. Another 99 HMOs
intend to leave next year, affecting
325,000 more seniors.

What could the private sector do
for the elderly if they were free of
Medicare restraints? A Milliman &
Robertson analysis finds that with
the average amount Medicare cur-

BRINGING
IN A
GPECIALIST
TO HANDLE
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ntly spends on each senior, a pri-
vate plan could in principle estab-
lish a $1,585 across-the-board
deductible and cover hospital,
physician and drug costs above that
deductible. Although a deductible
of that size seems like a lot of
money, many seniors are already
spending $1,500 to $2,000 a year for
Medigap coverage. What if they
took that money they currently
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spend on Medigap premiums and
put it in the bank?

® Free Roth IRAs. Many workers
already set aside $2,000 a year after
taxes in Roth IRA retirement
accounts that grow tax-free. After
age 59, the funds can be with-
drawn without penalty for any pur-
pose, including medical expenses.
Since the elderly by definition sat-

isfy the age test, Roth IRAs could -

potentially serve as “back-ended”
Medical Savings Accounts for the
elderly.

However, there are two small
problems. First, the law prohibits
taxpayers from depositing more in
a Roth IRA than they receive in
earned income in each year. Since
only about 18 percent of those age
65 and over work (and therefore
have earned income), this restric-

tion excludes the vast majority of
seniors.

Second, unless deposits are held
for at least five years, the interest
earned is not tax-free. Clearly, this
restriction discourages the type of
annual deposits and withdrawals
that are needed for health care.

The solution is to allow seniors to
deposit the maximum in their
accounts (regardless of the amount
of earned income) and let them use
the funds at any time without tax
consequences — provided that the
Roth IRA backs up a Medicare or
(even better) a Medicare+Choice
private health plan.

® Free the states. Finally, Con-.
gress should free up the states by

letting them use these funds for the-

purpose of providing prescription
drug coverage for the elderly poor,
perhaps by using a risk pool. More
than half the states have high-risk
pools that permit uninsured people
who have been denied health insur-
ance to obtain coverage for a rea-

sonable premium. They could do-

the same for those who have been
denied prescription-drug coverage.

These proposals would create no
new taxes (even if they were called
premiums) and would cost the gov-
ernment nothing. At a time when
Medicare is in financial trouble, it
makes much more sense to look at
smaller, less-expensive and target-

ed solutlons for those seniors who .

need help.

Pete du Pont, former governor of

Delaware, is policy chairman for

the National Cen!er for Pollcy'

Analysis.
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nes Problems With_Donated Drugs 'Sent' Ovefiééés

]

Report Outl

By REED ABELSON

" Public health officials have lon.g'
suspected that many drugs donated .

to aid groups to be sent overseas do
not meet local medical needs or are
likely to expire before they can be
used. A new study by the Harvard
School of Public Health concludes

- that concerns over the quality of
donated drugs are well founded. -
The study, to be released today, is

the first to look closely at drug dona-
tions from the United States — a
byzantine process that is rarely
made public by drug manufacturers
or relief agencies. The study focused
on two major American relief agen-

. cies, which cooperated on the condi-
- tion that they not be identified, and -

used field studies in three countries,
Armenia, Haiti and Tanzania. -

Most drugs donated and sent over:
_the two to three years of the study — !

between 1994 and 1997 — were con-
sidered useful and helped those in
need. And the study cited many ex-
amples of how the donations im-

proved the quality of life in various |

countries.

But a significant amount of dona-
tions — anywhere from 10 percent to
42 percent, looking at the figures

from the two agencies in each of the
three countries ~ were not listed by '

the recipient country or the World
Health Organization as high-priority
drugs.

The study also found that, looking
at worldwide data from the aid agen-
cies, about 30 percent of the drugs
had a year or less until expiration,
and 6 percent had less than 100 days.

1n the study, local health organiza-
tions in Haiti, for example, reported
that they received many drugs that
did not meet their needs and many
that had expired.

World Health Organization guide-
lines say drugs should be given at
least a year before the expiration
date because of the time it takes to
distribute them, and most drugs
have a much longer shelf life. Ex-
pired drugs can lose their effective-
ness, and many relief workers feel
that donated drugs should meet the
same standards as those used at
home. :

“"There are problems and issuds at
all levels,” said Michael R. Reich, a
professor of international health poli-
cy at Harvard who conducted the
study.

He pointed out that relief organiza-
tions, drug companies, charities, lo-
cal governments and the hospitals
and clinics all share responsibility
for making sure that donations are
handled in a way that will detergine
whether the drugs meet local di-
cal needs, and all bear some respon-
sibility for the large amount of
waste.

Relizf workers concerned about
the problem say that as long as phar-
maceuticali companies can expect
valuable tax breaks and a way to rid
themselves of excess inventory when
they donate goods, the stream of
unwanted donations is likety to con-
tinue. Charities, too, benefit by han-
dling these gifts, since they can be
used to magnify the size of their
programs.

The study did not address Ameri-
can tax law but focused instead on
actions the relief agencies and com:
panies could take.

Che New Hork Times
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_If “anything,"Mr. Reich said; the -

study may paint too bright a picture
for having relied on the cooperation
..of charities whose data and practices
' may have been better than average.

““There is a real need for all these -

organizations to think hard about
their practices,” he said. o
The study was sponsored by the
Partnership for Quality Medical Do-
nations, a group formed by drug
companies and relief agencies to try
to improve their donations. Mr.
Reich emphasized that the study was

‘conducted independently and not re-

viewed by the sponsors before being
sent to press for publication today in
“the Bulletin of the World Health Or-
ganization, .

 Mr. Reich’s work ‘‘suggests there
is a good deal that is useful about
these donations, but that there is a lot
of work to be done,” said Jim Russo,

the executive director of the partner-
ship. “Now we know where we
stand.”

Beyond its analysis, the study also
provided fresh anecdotal evidence
about shipments of unwanted drugs
— drugs that did not meet the spe-
cific needs of the country or were

likely to expire before they could be

used. )

In Haiti, for example, individuals
who hand-carried medicine into the
country in response to local requests
were seen as a better source of need-
ed drugs than the American relief
agencies, which deal in bulk. Those

agencies were viewed as having “'a
container ready to go'' and eager to
send the drugs whether or not they
addressed the specific needs of the

local hospital or clinic, according to

the study.

Two of the nine health organiza-
tions surveyed reported that half of
the drugs reaching them had already
expired.

And in Armenia, despite the Gov-
ernment’s strong role in screening
donations, many health organiza-
tions were given large supplies of
combination remedies that con-
tained both a painkiller and a decon-

gestant. Combination drugs are less

-useful because patients might not

need both. ‘‘Unpacked boxes of the
product were observed, stacked on
floors and on {op of shelves up to the
ceilings,”” the study noted.

The study was not conducted dur-
ing periods ‘of particular crisis in
each of the three countries, when the
quality of donations might worsen,
Mr. Reich said. The reports of relief
workers in Albania and Macedonia
earlier this year suggested that
much of the aid streaming into the
region during the Kosovo crisis was
inappropriate.

Although Albania itself could sup-
ply only about a fifth of the drugs and
medical supplies needed by its hospi-
tals, according to the World Health
Organization, many of the drugs that
arrived had expired or were unfamil-
iar to local health professionais.

The cost to local hospitals or clin-
ics of inappropriate or unusable
drugs 1s significant. Not only is safe
disposal expensive because of vari-
ous local regulations, but (n some
countries recipients must also pay to
transport the drugs or pay {ees to the
government based on the value of the
donations. If the donations are no
good, that 1s money that could have
been spent on more useful drugs.

In surveving various companies
and relief agencics. the Harvard

group found a wide raf\ge of drug-
donation policies. Mr. Reich called’

.for more uniform standards among

both donor companies and the aid
agencies and more discussion of
whether donations are appropriate.

"“Evervone agrees that there is a
need for better definitions of best
practices,” he said. The World
Health Organization's guidelines on
what drugs should be donated have
helped to raise overall awareness, he
said.

The partnership, which is current-
ly composed of seven drug compa-
nies and six charities, plans to meet
this fall with the World Health Or-
ganization to try to improve the pro-
cess of drug donations, Mr. Russo
said.

Mexico Drug_- Czar Shot At

MEXICO CITY, Aug. 15 (AP) —
Mexico's top anti-drug prosecutor
:capid :m'njured today when two

en fired at hi
men wounded.ms car. Two people
The prosecutor, Mariano 3
Salvatti, and his wife were ridgxzri;a:
four-wheel-drive vehicle on a main
street in Mexico City early this after.
foon when they were fired on by two
gunmen riding on the backs of mo-
torcycles, he told reporters. Mr. Her-
ran Salvatti's bodyguards' ex-
changed fire with the gunmen.

One bodyguard and one of the gun-
m:/r; were wounded.
r. Herran Salvatti was appo;
drug czar in Mareh 1997 aprp:::.n;\elg
predecessor, Gen. Jesus Gutierrez

Rebolio, was arrested o

, n charges
(tjhar he toqk payoffs from a mazjzor
brug tra(_fncke_r. He had previously
een Mexico City's chief prosecutor.



Report Says
Profit-Making
Health Plans

Damage Care

By SHERYL GAY STOLBERG

WASHINGTON, July 13 — Pa-
tients enrolled in profit-making
h i ALe_signifi-
canuly less likely to receive the bas-
ics of good medical care — incluging
chiidhood 1mmunizations, routine

a ms, pap smears, prena-

tal care and lifesaving afugs aiter a
beart attack —than those in not-for-
nefit plans, says a new study that

concludes that the free market is
“compromising the quality of care.”

The research, by a team from Har-
\I

vard University and Public Citizen,
an advocacy group in Washington, is

the firs hensive co rison
of__investorowned _an nongrgﬁt

rlans. The authors found that on ev-
ery one of 14 quality-of-care indica-
tors, the for-profits scored worse.
But because the researchers favored
national health insurance, some
questioned their findings.

“The market is destroying our
health care system,” Dr. David U.
Himmelstein, associate professor of
medicine at Harvard University
Medical School and the study’s lead
author, said in a telephone interview.
“We have had a decade or more of
policies aimed at making health care
a business, and they have failed.”

Investor-owned health plans,
which are typically made up of loose
networks of doctors, have come to
dominate the American medical
landscape in recent years. These
plans, offered by companies like
R .S. Healthcare an
H 2
cent of all patients j M.O.s
ompared to 26 pe in 1985,
most research on quality of care in
H.M.O.’s has focused -on traditional
naoprofits, among them Kaiser Per-
waneate, jn California, and H1P.,
based in New York.

The new study, which appears this
week in the Journal of the American
Medical Association, analyzed quali-

ty-of-care data from 243 jipvestor-
owned and 81 not-for-profit plans in
um-

bia_These plans provided coverage
to 56 percent of all Amerjcans en-

0.s in 1996, the year
from which the patient information
was drawn.

Among the findings: In profit-
making H.M.O.’s just 63.9 percent of
2-year-olds were fully immunized, as
compared to 72.3 percent in nonprof-
its. Lifesaving beta-blocker drugs
were given to 59.2 percent of heart
attack patients in for-profit plans,

7 2C =qq

but 70.6 percent of patients in non-
profits got the drugs. Diabetes .pa-
tients were less likely to receive an-
nual eye exams to prevent blindness
:in profit-making plans; the figure
'was 35.1 percent, as against 47.9 per-
cent in nonprofits.

The investor-owned plans fared
worse, the authors said, even when
all other factors, like location of the
plan, and whether the doctors were
employees or members of networks,
were taken into account. While the
study had certain limitations — it did
not examine how patients fared, for
instance — the authors, who paid for
the research themselves, said the
data were the best available.

" The study is being published just
as the Senate is embroiled in a divi-
sive debate over how to protect pa-
tients' rights and regulate H.M.O.'s.
While the authors say the timing is
coincidental, the work is already in-
fluencing the discussion. In a state-
ment released today, Senator Ed-
ward M. Kennedy, the Massachus-
setts Democrat who is pushing for

' H.M.O. regulation, said the research

‘‘contains strong new support for
H.M.O. reform.”

But representatives of the insur-
ance industry, which opposes regula-
tion, argue just the opposite. They
say the study demonstrates that,
even at their worst, health mainte-
nance organizations provide better
care to patients than fee-for-service
arrangements that were common 10
years ago.

“The best conclusion that can be
drawn from this study is that man-
aged care is improving the quality of
health care for those Americans that
are covered by health plans,” said
Susan Pisano, a spokeswoman for
the American Association of Health
Plans, which represents both for-
profit and nonprofit plans.

Ms. Pisano also accused the au-
thors of confusing ‘‘analysis and
ideology.”

Dr. Himmelstein did not dispute
that he had a bias. *‘My bias is that
for-profit H.M.O.'s kill people,” he
said.

But Eli Ginzberg, a heaith care
economist at-Columbia University
who did not participate in the study,
said Dr. Himmelstein’s political
views did not discredit the Harvard
professor’'s work.

“There is no question that he has
an agenda, but [ think he is reading
his data correctly,”” said Professor
Ginzberg, adding that it was hardly
surprising that nonprofit plans de-
liver better care. “‘Let’s face it, peo-
ple went into the for-profit managed
care business to make bucks,” he
said. The study was made public
here today at the offices of Public
Citizen, whose director, Dr. Sidney
M. Wolfe, was a co-author.
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Report Says
Profit-Making
Health Plans

Damage Care

By SHERYL GAY STOLBERG

WASHINGTON, July 13 — Pa-
tients enrolled in profit-making
health_insurance plans Bre Signifi-
canily less likely to receive the bas-
ics of good medical care — including
childnood immunizations, routine
tal care _and Tifesaving afugs after a
beart attack — than those in not-for-
profit plans, says a new study that
concludes that the free market is
“‘compromising the quality of care.”

The research, by a team from Har-

\/vard University and Public Citizen,
an advocacy group in Washington, is

the firs hensive co rison
o __investor-owned an nongrnﬁt

Rlaps. The authors found that on ev-
ery one of 14 quality-of-care indica-
tors, the for-profits scored worse.
But because the researchers favored
national health insurance, some
questioned their findings.
“The market is destroying our
- health care system,” Dr. David U.
Himmelstein, associate professor of
medicine at Harvard University
Medical School and the study’s lead
author, said in a telephone interview.
“We have had a decade or more of
policies aimed at making health care
a business, and they have failed.”
Investor-owned health  plans,
which are typically made up bf loose
networks of doctors, have come to
dominate the American medical
landscape in recent years. These
plans, offered by companies like
.S. _Healthcare an

H

cent of all patient
mpared to 26 pe
most research on quality of care in
H.M.0.'s has focused -on traditional

The new study, Wthh appears this
week in the Journal of the American
Medical Association, analyzed quali-
ty-ofcare data from 243 ipvestor-
owned and 81 not-for-profit plans in

um-
bja_These plaps provided coverage

to 56 percent of all Amerj en-
EET G IO i 1956, the year
from which the patient information
was drawn.

Among the findings: In profit-
making H.M.O.'s just 63.9 percent of
2-year-olds were fully immunized, as
compared to 72.3 percent in nonprof-
its. Lifesaving beta-blocker drugs
were given to 59.2 percent of heart
attack patients in for-profit plans,

naoprofits, among them Kaiser Per-
manente,_jn-Califorpta, and H1P.,

7-2c-99q

but 70.6 percent of patients in non-

profits got the drugs. Diabetes pa-

tients were less likely to receive an-

nual eye exams to prevent blindness

in profit-making plans; the figure
l'was 35.1 percent, as against 47.9 per-
cent in nonprofits.

The investor-owned plans fared

worse, the authors said, even when
all other factors, like location of the
plan; and whether the doctors were
employees or members of networks,
were taken into account. While the
study had certain limitations — it did
not examine how patients fared, for
instance — the authors, who paid for
the research themselves, said the
data were the best available.
" The study is being published just
as the Senate is embroiled in a divi-
sive debate over how to protect pa-
tients’ rights and regulate H.M.O.’s.
While the authors say the timing is
coincidental, the work is already in-
fluencing the discussion. In a state-
ment released today, Senator Ed-
ward M. Kennedy, the Massachus-
setts Democrat who is pushing for
' H.M.O. regulation, said the research
‘‘contains strong new support for
H.M.O. reform.”

But representatives of the insur-
ance industry, which opposes regula-
tion, argue just the opposite. They
say the study demonstrates that,
even at their worst, health mainte-
nance organizations provide better
care to patients than fee-for-service
arrangements that were common 10
years ago.

““The best conclusion that can be
drawn from this study is that man-
aged care is improving the quality of
health care for those Americans that
are covered by health plans,” said
Susan Pisano, a spokeswoman for
the American Association of Health
Plans, which represents both for-
profit and nonprofit plans.

Ms. Pisano also accused the au-
thors of confusing ‘‘analysis and
ideology.”

Dr. Himmelstein did not dispute
that he had a bias. ‘‘My bias is that
for-profit H.M.O.'s kill people,” he
said.

But Eli Ginzberg, a health care
economist at - Columbia University
who did not participate in the study ,
said Dr. Himmelstein’s political
views did not discredit the Harvard
professor’'s work.

“There is no question that he has
an agenda, but I think he is reading
his data correctly,” said Professor
Ginzberg, adding that it was hardly
surprising that nonprofit plans de-
liver better care. ‘‘Let's face it, peo-
ple went into the for-profit managed
care business to make bucks,” he
said. The study was made public
here today at the offices of Public
Citizen, whose director, Dr. Sidney
M. Wolfe, was a co-author.

Che New York Times
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Report Says
Profit-Making
Health Plans

Damage Care

By SHERYL GAY STOLBERG

WASHINGTON, July 13 — Pa-
tients enrolled in profit-making
health_insurance plans Z¥e Signifi-
cantly less likely to receive the bas-
ics of good medical care — including
childhood  immunizations, routine
tal care, and litesaving arugs after a
heart attack — than those in not-for-
nrefit plans, says a new study that

concludes that the free market is
“‘compromising the quality of care.”

The research, by a team from Har-
\!

vard University and Public Citizen,
an advocacy group in Washington, is

the firs hensive o rison
of _investor-owned an nonErgﬁt

plaps. The authors found that on ev-
ery one of 14 quality-of-care indica-

tors, the for-profits scored worse..

But because the researchers favored
national health insurance, some
questioned their findings.

“The market is destroying our
health care system,” Dr. David U.
Himmelstein, associate professor of
medicine at Harvard University
Medical School and the study’s lead
author, said in a telephone interview.
“We have had a decade or more of
policies aimed at making health care
a business, and they have failed.”

Investor-owned health  plans,
which are typically made up of loose
networks of doctors, have come to
dominate the American medical
landscape in recent years. These
plans, offered by companies like

most research on quality of care in
H.M.0.'s has focused on tpaditional

The new study, which appears this
week in the Journal of the American
Medical Association, analyzed quali-
ty-of-care data from 243 ipvestor-
owned-and 81 not-for-profit plans in

um-
bia_These plaps provided coverage
to 56 percent of all Amerj en-

~s_in 1996, the year
from which the patient information
was drawn.

Among the fincings: In profit-
making H.M.O.’s just 63.9 percent of
2-year-olds were fully immunized, as
compared to 72.3 percent in nonprof-
its. Lifesaving beta-blocker drugs
were given to 59.2 percent of heart
attack patients in for-profit plans,

nanprofits, among them Kaiser Per-.
maneate, jp-California, and HIP,
sed i

7T - 2Cc =99

but 70.6 percent of patients in non-

profits got the drugs. Diabetes pa-

tients were less likely to receive an-

nual eye exams to prevent blindness

‘in profit-making plans; the figure
| was 35.1 percent, as against 47.9 per-
cent in nonprofits.

The investor-owned plans fared
worse, the authors said, even when
all other factors, like location of the
plan, and whether the doctors were
employees or members of networks,
were taken into account. While the
study had certain limitations — it did
not examine how patients fared, for
instance — the authors, who paid for
the research themseives, said the
data were the best available.

" The study is being published just
as the Senate is embroiled in a divi-
sive debate over how to protect pa-
tients’ rights and regulate H.M.O.’s,
While the authors say the timing is
coincidental, the work is already in-
fluencing the discussion. In a state-
ment released today, Senator Ed-
ward M. Kennedy, the Massachus-
setts Democrat who is pushing for
" H.M.O. regulation, said the research
“‘contains strong new support for
H.M.O. reform.”

But representatives of the insur-
ance industry, which opposes regula-
tion, argue just the opposite. They
say the study demonstrates that,
even at their worst, health mainte-
nance organizations provide better
care to patients than fee-for-service
arrangements that were common 10
years ago.

“The best conclusion that can be
drawn from this study is that man-
aged care is improving the quality of
health care for those Americans that
are covered by health plans,” said
Susan Pisano, a spokeswoman for
the American Association of Health
Plans, which represents both for-
profit and nonprofit plans.

Ms. Pisano also accused the au-
thors of confusing ‘“‘analysis and
ideology.”

Dr. Himmelstein did not dispute
that he had a bias. **My bias is that
for-profit H.M.O.'s kill people,” he
said. |

But Eli Ginzberg, a health care
economist at-Columbia University
who did not participate in the study ,
said Dr. Himmelstein's political
views did not discredit the Harvard
professor’'s work.

“There is no question that he has
an agenda, but I think he is reading
his data correctly,” said Professor
Ginzberg, adding that it was hardly
surprising that nonprofit plans de-
liver better care. ‘‘Let's face it, peo-
ple went into the for-profit managed
care business to make bucks,” he
said. The study was made public
here today at the offices of Public
Citizen, whose director, Dr. Sidney
M. Wolfe, was a co-author.
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5111 22nd Avenue
W_) Mohne. IL
61265

(309) 762-7979
(800) 722-3885
(309) 762-8094 Fax

T -4~ .
July 14, 1999 9 \JW\ el
ennings
po Jdﬂ'fk
The President Smitic
The White House

Washington, DC 20500
Dear Mr. President:

As a home care provider serving Iowa and Illinois Medicare Beneficiaries, I am writing
to spark your interest in an idea that would save Medicare dollars and improve the quality
of life for Medicare recipients.

Allowing home antibiotic infusion therapy to be a covered home health benefit, Medicare
beneficiaries could have their homes as a choice in where they receive this service. Many
Medicare beneficiaries request to receive antibiotic infusion therapy at home but must
stay in the hospital or nursing home to get antibiotic infusion therapy covered by
Medicare. This means many days of institutionalization just to receive the drug therapy.
The other alternative is outpatient coverage, which causes many exhausting trips to the
hospital or physician’s office in a single day for a homebound patient.

Cost savings can be established with active patient teaching and computerized infusion
pumps in the home setting. Most private insurance plans and HMO plans recognize the
significant cost savings that can be realized by covering IV medications in the home.
When Medicare Primary patients are covered under an HMO plan or have a secondary
insurance plan, they are encouraged to utilize early hospital discharge.

[ am requesting an opportunity to speak with you about the idea of a home antibiotic
infusion therapy pilot project for Medicare beneficiaries.

Thank you for your time. Someday home antibiotic infusion therapy may be a choice
you would want for yourself or your family. Please contact me at your convenience.

Sincerely,

JCAHO Accredited o p ti O n k t‘ 1 (,‘
% /< MJ 5111 22nd Avenue
o . Moline, 1L
Renee Rand 61265
Operations Manager
Option Care of the Quad Cities
(309) 762-7979 Renee Rand, R.N., MSHA
. i 800) 722-3885 Vice President.
cc: Senator Tom Harkm 2309; 762-8094 Fax Operations Manager

An Equal Opportunity Employer » Services Provided On A Non-Discriminatory Basis
Option Care. A family of caregivers dedicated to enhancing the quality of life.

JCAHO Accredited o pt i o n C ar?

5111 22nd Avenue

Moline, IL
T-14 ““1
j} ‘7/1‘1/46?

61265

o un)w @_an~dl &
THE PRESIDENT
THE WHITE HOUSE B en [(handt —

WASHINGTON DC 20500
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Drug Makers Fault the Details
Of Clinton Medicare Proposal

By ROBERT PEAR

WASHINGTON, July 15 —~ Top ax-

utives of the pharmaceutical in-
dusery sald today that they shared
Pregident Clinton 3 poal ol Incress-
ing Madlcare beneticiarics' aocess to
pragcription drugs, but for we first
ume they criticized speettic feacurss
of his proposal. In particular, they
8aid they Tearcd that it could lead o
price oontrols.

The cxecudves draftea plans for
lobby(ng and advertising 3t & Mmeet- -
ing ol the board of the Pharmaceuts-

. cal Research ang Manutfacturers of
. Arnerica, alrade group for the indus-

wy.
After the moeting, Gordon M.
Binder, chairman of the asgocintion
. and chiel executive of Amgen lac,
said: “All seniors should have so-
- eess 10 our modictnes, and we hope
something can be oone by Congres
and the President this year. But it
. should be done in the right way, ROt
the wrong way, or aise It could ols-
courage ‘e development of new
medicines.”

The association represents mare
than 100 companles, and 28 partlcl-
pated in today's mocting. Peopla who
arended said the board had dis-
cussed plans for a $30 milllon adver
tising campalgn and hod reviewcd
w0 sample telovision commercials,
Possible themas for tha ¢csmpaign

- incluge “no price concrois" and ‘‘we
don't want the Goverament M our
medicine cabinet.”

Drug compantes 3aid they wanted
o ba scen ns constructive and did not
want to be vilified by the President
and Hillary Rooham cunm'um of
whoin In 1993 adcused the industry of
price-gouging. But tho axecutives ac-
knowledgod that the inqustry did nat
have an altarnacivo ©0 Mr, Clintaa‘s’

proposal.

Alan F. Nolmer, presiont of the
afgociation. aaid drug makers had
many and  concerns”

the
halt the drug costs inturred by &
Madicare beneflcinry, with the maxh
mum amwael Federal i

proposst, tly
tured, would inevitably lesd to Lmite
on access to medicined,” Mr. Holrer
sald. “Under this propesal, e Fed-
oral Health Care Financing Adminis-
wation would becorne the largest
drug purchaser In the world. The
history of Modicare and HCF.A. {8

hat policy makers start with unreal
istically low cost estUmntes. Then,
having promised sonlors 3 ncw benes
fit, the Government lmits sccesy to
trentments = in this case, medicines
~ and Impazes price controls n or
der to pay for e

Chric Jennings, s Whis Beuse
alde, sald there was Ro basls for the
{ndustry’s concern. “The Presldant's-
proposst hag ne peice controle,”” Mre.
Jenamnge sald, “And there’s 1o inten-
tion to Inject price controls,”

A drug company lobbyist who at.
tended wdAy's mocuny conceded
that “on ks [nce, X's hard to find the
prics controls™ (n the President’s
plan. Rather than ovardy rogulsting
drug prices. he notcd, e Gavern !
ment would hire petvate companies
o manags druy bonalits for the eld-
criy and disabled,

But It ™he coste exceed cstimates .
-uhummnapmnmunm-l
cars program — the Goveramemt
"will take ¢ our of our hida, the |
lotbyist said, by cutting paymaents
for drugs.

Mr. Holmer astserted that e
President’s proposal ~“would subsi-
dlze the rich at 1axpayers' expense.”
sinco taxes paid by workers with low
and moderale incomes would belp
pay for proseeiption drug benefiss for
woalthy cetiress.

Drug company exccurives said
they als0 worried that the now Dene-
it propessd by Mr. Cliaten would
supplaat drug covernge new .pro-
vided 10 Petirees through the valune
tary etforts of employers.

“Yo discoursge employert [rom
abandoning thoss  efforta,” ' Mr.
Holmer said, “me President would
reimburse employers far most of
thaly current costs — a massive Fad-
eral ootiay, buc no becter coversge
lor seniors." pha

Al it3 mocung, the rmaceuti-

cal sssoclation reatfirmed that ire

preseripion druge trough the pri-
vate soctor,” inchiding Modicare
health maintenance (zations,

organ
“rather than the eaditonal Medi
care leo-forscrvice program.”

The industry is searching {or e
best mechanism w schicve that goal,
and g strugeliag wich the quesclon of
whother the Government ehould
guarames drug coverage for an
Modicars bonefictaries or just for
the ncsdiest ones.
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Kate Britton

The Washington Post, Front Page, Sunday, May 23, 1999
“Federal Embryo Research Is Backed”

“A presidentially appointed ethics panel has decided lo recommend that the federal
government begin funding some research on human embryos, saying the moral
cost of destroying embryos in research is outweighed by the social good that could
come from the work. [The commission states that,] ‘We have moral obligations to
Lhe future health...of people, and we need to balance these with...the symbolic

- moral obligation we have to the embryo...It is...permissible to destray embryos
where it is necessary 1o save peaple.””’

Monday evening, May 24, 1999
Dear Bill,

I feel compelled to respond to the decision by your pancl to recommend to
you the killing of human embryos, which it seeks to justify by stating that the
mtention of the killing is the cnhancement of the lives of other humans. My
response will be to quote for you from the teachings of two of this century’s most
cminent spokesmen in the arena of bioethics, Dr. Jerome Lejeune and Pope John
Paul 11.

Jerome Lejeune, M.D.
From France, known as the “Father of Genetics” for his discovery
of the first-known genetically based human disorder, Down Syndrome.

The excerpt which follows has been taken from testimony given before the
Honorable William Dale Young, August 10, 1989, Circuit Court for Blount County,
State of Tennessee. Proceedings concerned a domestic relations case in which a
divorcing couple were in dispute over the matter of possession of frozen embryos
conceived by them in an in vitro fertilization procedure undertaken earlier. The
Jather desired the embryos to be destroyed; the mother desired either fo retain

0,
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mother. Dr. Lejeune traveled from Paris to serve as an expert witness in the field
of genelics. The Court found in_favor of the mother, determining that the best
interest of the children [sic]was that they be made available for implantation, their
only hope of survival. Dr, Lejeune’s testimony has been judged subsequently to be
a masterpiece of science and ethics, conveying truth which can be of benefit far
beyond the boundaries of the State of Tennessee.

Q. Doctor [Lejeune], can you tell us what we can tell about these human
beings from [the stage of] three cells forward?

A. The amount of information which is inside the zygote [Note: When a
. Zygote divides it becomes an embryo.]...is [so] big that nobody can measure it. I
- have to cxplain that very simply. You have the two meters of DNA, one
coming from the father, one coming from the mother...[T]o spell out this
amount of information which is absolutely necessary (otherwise no life would
be possible)...]nJo computer in the world would have a storage enough just to
fill the amount of data...Nobody knows how to do it. You have to realize that
this...information which makes a man enormous compared to the...computer
[is] because it’s 2 man which has made the computer; it’s not the computer
which has made the man.

Q. Do you regard an early human being as having the same moral rights as a
later human being such as myself?

A. You have to excuse me. I’m very, very direct. As far as your nature
is concerned, I cannot see any difference between the early human being you
were and the late human being you are, because in both case[s], you were and
are a member of our species. What defines a human being is: He belongs to
our species. So an early one or a late one has not changed from its species to
another specics. It belongs to our kin. That is a definition. And I would say
very precisely that 1 have the same respect, no matter the amount of
kilograms and no matter the differentiation of tissue.

Q. [Dr. Lejeune], I take it you would believe, from your testimony today,
that 1t 1s morally very wrong to intentionally kill a zygote?

A. 1 think it’s no good; it’s killing a member of our species.

€)
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Q. And it would be the same as if we were to kill twenty years later the
person the zygote would become?

A. Tt’s difficult to tell because you ask me a justice question. I’'m a
biologist.

Q. But those are your beliefs?

A. My belief is that it’s no good to kill a member of our Kin, very simple
belief. [End of Dr. Lejeune]

Pope John Paul IT
The Splendor of Truth
Encyclical Letter, 1993

Section 51. Only in reference to the human person in his unified
totality, that is, as a soul which expresses itsclf in a body and a body informed
by an immortal spirit, can the specifically human meaning of the body be
grasped...By rejecting all manipulations which alter human meaning, the
Church serves man and shows him the path on which he can find God.

Section 80. Reason attests that there are objects of the human act which
are by their nature “incapable of being ordered” to God, because they
radically contradict the good of the person made in His image. These are the
acts which, in the Church’s moral tradition, have been termed “intrinsically
evil”: they are evil always and per se, on account of their very object, and
quite apart from the ulterior intentions of the one acting and the
circumstances. Whatever is hostile to life itself...[and] whatever violates the
integrity of the human person, such as mutilation...[is] a negation of the honor
due to the Creator. [Note: Mutilation of the human embryo by dissection, which
causes death, is required in order to harvest stem cells.] So long as they infect
human civilization the[se practices| contaminate those who inflict them more
than those who suffer the injustice [of the practices]...[I]t is never lawful, cven
for the gravest reasons, to do evil that good may come of it (cf. Romans
3:8)--to intend directly something which of its very nature contradicts the
moral order, and which therefore must be judged unworthy of man, even
though the intention if to protect or promote the welfare of society in general.

@
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- Section 81. Intentions can never transform am act intrinsically evit by
virtue of its object into an act “subjectively” good or defensible as a choice.
Section 82. An intention is good when it has as its aim the true good of
the person in view of his ultimate end. [Note: Man’s ultimate end is full
participation in the life of God.] [End of Pope John Paul II]

Bill, I appeal to you to deny as unethical any granting of federal funds for
research which requires the killing of human embryos, who in faimess must be
considered “non-consenting human subjects.” Many prominent scientists attest to
- the fact that there are alternatives to the harvesting of stem cells from embryos as
well as that the need for fetal cells as a source of stem cells for medical research has
already been eclipsed by the more readily available (to say nothing of the capacity
for consent!) adult stem cells. [See attachments.]

Scripture informs us that man’s dignity comes from his capacity to honor His
Creator by his choices. Implicit in our freedom, great as it is, is the truth that not all
choices do honor Him. Some options have only the trappings of good, but in fact
are evil and require rejection. “You may eat freely of every tree in the garden, but
of [this] tree you shall not eat.” Genesis 2:16

Bill, I ask you to use your executive authority to inform the National
Institutes of Health that your own sensitivities (informed, cautious and resonating
with the majonty of Americans) must determine the outcome of the matter of the
killing of human embryos. God will not fail to supply you with the necessary
fortitude for this decision, if you ask Him. (See today s meditation on that!)

Tell them, on this one, you’ve got to live with yourself.

-

“Whaoever receives one child in My name, receives Me.” Matthew 18:5

—~ In the love of Christ,
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Scientific Experts Agree;: Embryonic Stem Cells Are Unnecessary for M:d_icnl Progress

New research suggesting that nerve stom cells “can de-differentiate and reinvent themselves” as
blood-producing stem cells “means that the need for fetal cells as a source of stem cells for

medical research may soon be eclipsed by the more readily available and less controversial adult
-stem cells.”

.D.J osefson. “A'dult stem cells may be redefinable,” British Medical Journal, 30 Jan. 1999, p.
282

Commenting on the same findings: “The research shows ‘there are alternative strategies’ to
harvesting stem cells from embryos, said Dr. Ronald McKay, a National Institutes of Health
researcher and a pioneer in stem cell studies.”

- P. Recer, “Patient’s Cells May Grow New Organs,” Associatod Press, Jan. 21, 1999

e

Recent research shows that mesenchymal stem cells in adult bone marrow “can in principle bo
used to repair bone, cartilage, tendon and many other injured or aged tissues... The cells would
be derived in many cases from the patient’s own bone marrow and thus present no problem of
immune rejection.”

- N. Wade, “Discovery Bolsters a Hope for Regeneration,” New York Times, April 2, 1999, p.
AlT -,

¢eo

Due to advances in the usa of the anti-aging enzyme telomerase, “the ability to rejuvenate
specific cells in the body opens up a dazzling array of possibilities. Doctors could grow skin
graﬁs for burn victims using their own skm, msulm—producmg cells for diabetics, or muscle
tissue for sufferers of muscular dyswophy.”

-R. Larson, “Scientists find new life for old cells,” Washington Times, Dec. 29, 1998, p. Al

L N
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Adult “precursor” or stem cells “may prove much more useful to medical science™ than
embryonic cells. “Scientists used to think that such potential for cellular regeneration was
present only in embryos ~— that, for example, humans had made their lifetime supply of brain
cells by age 17. But that canon is steadily eroding... ‘[ think we will find these stem cells in any
organ that we look,' says Harvard Medical School researcher Evan Y. Snyder:™

- L. Jobannes, “‘Adult Stem Cells Have Advantage Battling Disease,” Wall Street Journal, April
13, 1999, p. B! -

L N

L)

“This suggests that there is a stem cell in the adult bone marrow that is capable of becoming
- anything if you give it the right signal.”

- Bryon Petersen of University of Pittsburgh Medical Center, quoted in P. Recer, “Cell Used to
Make New Liver Tissue,” Associated Press, May 13, 1999

« ks

Commenting on new ways to “regenerate” and transplant patients’ own brain cells to treat
Parkinson’s and other diseases: “What we have is a protocol in which we don’t have to harvest

12 ot 15 fetuses, we don't have to give immunosuppressant therapy, end we don'’t have to worry
about viral disease transmission ™

- Michel Levesque, director of neurofunctional surgery at Cedars-Sinai Medical Center in Los
Angeles, quoted in M. Moran, “For cell transplants, is one brain better than two?”, American
Medical News, May 3, 1999, p. 29

[ W ]

“For generations, scientific dogma held that the adult brain cannot repair itself, because it lacks
stem cells. Wrong. Recently, scientists found that adult brains do indeed harbor stem cells...
Since stem cells divide endlessly, a single sample started from a human fetus could provide all
thar's needed. But the recipient’s immune system might attack these as foreign. Perhaps the
patient's own body is a better source of stem cells... [Moreover,] brain stetn cells may not be a
necessary ingredient for custom-making new brain tissue. Scientists believe it may be possible
to reprogram more readily available kinds of stetn cells, such as the ones that produce skin, so
that they will churm out brain cells, instead.” ;

- D. Haney, AP Medical Editor, “Scientists Try to Grow Brain Parts,” Associated Press, May 1,
1999
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Engineering Researchers Help Biomedical Firm
Win Grant for Novel Treatment of Tendon Injuries

April 2, 1997
Contact: Chris Curran
(513) 556-1806 (O)

chris.c du _ - /

Cincinnati — People who suffer serious tendon injuries like President Clinton's might recover more quickly
and more completely using a new treatment being tested by researchers in the University of Cincinnati
College of Engineering. The treatment was developed by Osiris Therapeutics, Inc. of Baltimore.

The treatment is based on human mesenchymal stem cells, embryonic-like cells responsible for the
formation of cartilage, bone, muscle, tendons, ligaments and other ¢onnective tissue. Osiris is developing
therapies using a patient's own stem cells to regenerate tissue damaged by injuries or disease. Normally, the
healing process is very slow and inefficient because there are so few stem cells available.

Preliminary research results using animal models indicate that stem cell implants dramatically reduce the
time required for healing following tendon surgery. Randell Young, the manager of preclinical studies for
Osinis, said experiments showed "a significant increase in tendon repair strength as early as four weeks
after surgery" with continued improvement up to 12 weeks after surgery.

David Butler, a professor of engineering mechanics at the University of Cincinnati, found that stemn cells
could regenerate about two-thirds of normal tendon strength within four weeks. The re-grown tendon could
also absorb nearly the same amount of energy as a normal tendon. More important, the quality of tissue
was good. "It was a rapid improvement in both quality and quantity of tissue," said Butler.

The preliminary results were reported at the annual meeting of the Orthopaedic Research Society in San
Francisco. The next phase of the research will focus on the patellar tendon and the Achilles tendon,
because those two tendons are subjected to the greatest amount of force. And as President Clinton will
find, the normal recovery time is typically quite long.

“It's going to be debilitating for him," said Butler. "it will be six weeks to three months of rehab. Jogging?
He's done with that for quite sorae time, at least six months." : _

There are over half a million injuries in the United States each year to patellar, quadriceps, Achilles and
rotator cuff tendons. Those numbers are likely to increase in coming years as the number of older
Americans increases. "Age is a factor," said Professor £d Grood, who collaborates with Butler in the
Noyes-Giannestras Biomechanics Lahoratory at UC. "As you get older, your ligaments and tendons get
weaker. They're more susceptible to injury."

The National Institutes of Health just awarded Osiris a two-year $750,000 Small Business Innovation
Rescarch (SBIR) grant to continue development of the treatment in collaboration with the University of
Cincinnati researchers.

Osiris President and CEQ James Burns said he's encouraged by the progress made so far on the research
and said the large SBIR grant indicates the National Institutes of Health believes stem cell implants are 2
promising approach. "The ability to restore patient function to normal within one to two months would
provide a substantial breakthrough in the treatment of soft tissue injuries,” said Bumns.



MAY 25 '99 ¥B:36 FR B. G. FAX P83 893 7354 TO 2024566703 P.85-13

A key to using mesenchymal stem cells is the way they are implanted into the body. Researchers have
found that the cells respond not only to chermical signals inside the body, but also to physical stresses.
Therefore, Osiris has developed customized implants which maximize the quality and quantity of new
tissue produced. Osiris researchers are also exploring the use of mesenchymal stem cells to regenerate
bone, cartilage and muscle.

Human studies are awaiting FDA approval.
-30-

chns.c uc.edu
Research News Releases
Publjc Relations Homge Page

niversi ti Home Page
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University Sclence

Stem Cells Move Closer To Treating Patients

The stem cell story continues with today’s news that some forms of these pluripotent cells are
much closer to treating human disease than previously suspected. In a report in the April 2
issue of Science, researchers announce they’re much farther along in the ability to prod certain
stem cells into becoming normmal, mature human tissues than most people realize.

(Editor's Note: For an earlier UniSci story on research in this area, see Cultured Stem Cells
- Qnep New Era [n Biology And Medijcine.)

The stem cells used in the current study, unlike the embryonic stem cells (ESs) unveiled last
Novernber at Johns Mopkins - which theoretically can produce any cell type in the body ~ are
more specialized. They typically develop into a smaller number of specific tissues.

in this case, the researchers have nudged the stem cells in question - called mesenchymal
stem cells (MSCs) — into forming cartilage, bone and fat cells apparently identical to the usual
human versions. '

The MSCs are harvested from adult tissues, skirting the ethical issues that the more basic stem
cells carry and avoiding the prohibition on the use of federal money for research using human
embryonic stemn cells.

MSCs are currently being tried experimentally for breast cancer patients whose bone marrow
‘has been damaged by chemotherapy; the scientists have also used human MSCs to repair
tendon and bone injury in animals. Possibilities abound, they say, for such applications as
restoring heart muscle after heart attacks or repairing cartilage in joints before arthritis really
sets in. '

The research reported in the Science paper took place at Osiris Therapeutics, a Baltimore

biotech company. Daniel Marshak, Ph.D., the lead researcher, has appointments in two
departments at the Johns Hopkins University School of Medicine.

- [Contact: Marjorie Centofanti]
02-Apr-1999

[ Click for Related Stories

For More Science Coverage: UniSci Sciznge ang Research jxews
hip/funiscl.corn
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Cell Used to Make New Liver Tissue

By Paul Recer
AP Science Writer
Thursday, May 13, 1999; 3:06 p.m. EDT

WASHINGTON (AP) — Special bone marrow cells have been shown
to convert into basic liver tissue, raising the possibility of one day
using a patient's own marrow to repair failing livers, researchers say.

In laboratory rat studies at the University of Pittsburgh Medical
Center, researchers found in bone marrow a master, or stem, cell that
_under special conditions will COnveri 1 1isell into functioning hver

EXSSU.G cells.

Bryon Petersen, lead author of the study to be published Friday in the
Jjournal Science, said the work is the first step toward learning how to
rescue failing livers using the bady's own stem cells.

Petersen said that in new experiments he already has shown that
injecting the special marrow cells into rats causes the animals to form
new liver tissue.

Although the work only has been demonstrated in laboratory
animals, Pctersen said other studies strongly suggest humans also
have bone marrow cells that will convert into liver cells.

""What we have leamed from the rat, we should be able to
extrapolate to the humans," said Petersen. But he cautioned that

- perfecting the technique for humans may take a decade.

Dr. John M. Vierling, liver specialist at Cedars-Siani Medical Center
in Los Angeles and chairman of the board of the American Liver
Foundation, said the research raises “very exciting" possibilities for
reviving dying livers.

Vierling said that other researchers have been trying with little
success to find in the liver stem cells that cauld make new tissue. If
the cells can be isolated from the bone marrow and cultured, he said,
it raises the possibility of ﬁndlng a virtually unlimited supply of key
liver cells.

**The ability to take something from scratch, so to speak, and grow it
up in the quantity that you need would be extraordinary,” Vierling
said.

P.11-13
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Dr. Mark F. Pittenger, a researcher at Osiris Therapeutics in
Baltimore who recently found in bone marrow the stem cells for
bone, cartilage and fat, called Petersen's “"a significant step forward."”

C;It bodes well for our leamning how to regenerate organs," said

ittenger. '"Liver disease is a very serious problem."

The American Liver Foundation says about 26,000 Americans die
annually from liver disease. About 5 million in the U.S. areinfected
with hepatitis B or C, virus discases that are a major cause of liver
failure. <

Petersen said that his research investigated how some people with
liver failures are able to grow new liver tissue. Some patients with
failing livers recover after the organ spontaneously grows new cells,
he said.

The liver often can generate new hepatocytes, or a type of healthy
liver cells, after an injury or disease. But Petersen said that some
patients who do not make new hepatocytes still end up growing new
liver tissue and recovering.

Tust how this happens, said Petersen, long has been a mystery.
Researchers suspected some special cells in the bone marrow
somehow were prompted to start making new cells for the distressed
organ. '

Peterson said research using the 1ab rats proves the bone marrow is
the source of these new liver cells.

In the study, Petersen and his colleagues destroyed the bone marrow
of female rats and replaced it with marrow from male rats. This
meant that the female rats had bone marrow that camed the male Y
chromosome, which could be used to identify cells,

The scientists treated the female rats with a chemical that prevented
their livers from regenerating and then damaged the livers,
mimicking an injury.

Two weeks later, the livers were removed and the resecarchers found

they contained new liver cells that carried the Y chromosome marker.

This meant that cells from the bone marrow had gone to the failing
livers and started the regeneration process.

"-This suggests that there is a stem cell in the adult bone marrow that
is capable of becoming anything if you give it the right signal,” said
marrow for the liver."

He said there is preliminary work in his lab that shows the bone

P.12/13
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marrow also has a stem cell that converts into pancreatic cells.

Petersen said that once researchers learn to isolate stem cells from the
bone marmow, switch them into liver cells, and then grow them into
large quantities, it may be possible to rescuc failing livers with
simple injections.

Vierling cautioned, however, that the technique would not totally
replace the need for liver transplants.

@ Copyright 1999 The Associated Press
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