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Om MEMBERS couldn't agree
on how'mtich to increase oil pro-
duction, with Iran in particular insist-
ing on a smaller boost than Saudi Ara-
bia wants. Despite weeks of back-room
negotiations meant to lead to a quick
consensus, the meeting adjourned
with only an agreement to return to
the table today. Crude prices fell.

dismissed worries the
runup in oll prices would spark infla-
tion, sugges the economic impact
would be negligible if fuel costs stayed
at a plateau around current levels.

(Articles on Pages AJ and A4)
.

. . :
Some brokerage firms are ratchet-

ing up efforts to pay upfront bonuses
and provide other perks to brokers, po-
tentially running counter to the spirit
of a high-profile effort by SEC regula-
tors to clean up'conflicts of interest.
(Articie on Page C1)
. P
Jamle Dimon was picked to be
chairman and CEO of Bank One, thé
nation's fifth-largest bank. Bank One
shares rose 8.8% on the news the for-
mer Citigroup president had the job.
(Arficle on Page C1)

P
Morris and R.J. Reynolds

were told by a California jury to pay |

$20 million in punitive damages to a
sick smoker, underscoring cigarette
makers' vulnerability in the state.
(Articte on Page A)
.

Mummm
the U.S. toward a possible

working with | his bi

ter winning election as Russia’s president.
Governments and lnveslovnn waltching
the 47-year-old former KGB spy's moves for
clues to an agenda that largely remains a
mys(efy ms slim victory Sunday, in which
53% of the vote, also calls into
uesuon the depth of his domestic
Pulln ordered payment of wage arrears but
admitted he has no quick solutions to pov-
erty and corruption. He visited Yeltsin, the
patron he granted immunity from any pros-
ecution. (Articles on Page A21 and A24)
Clinton called to congratulate the
president-elect and urged an investiga-
lmn o[ allegations of human-rights
buses by Ru.mnn troops in Chechnya.

.

A ml\vnuunu T Ellan Gonzalez may
be nearing as Florida relatives asked for a
quick appeal of their asylum-request rejec-
tion but ignored a Justice Department de-
mand that they agree to hand over the boy if
they lose. Ina TV interview, the six-year-old
told of his harrowing voyage from Cuba and
said he doesn’t believe his mother is dead.

. e o

Gore’s campaign-reform plan would
pressure on powerful broadcasters al
sure a bitter fight with Congress Admlumx
he is an “imperfect messenger" for such a
cause, he wants a $7.1 billion endowment to

dismissed the plan as a "government take-
over" of campaigns. (Article on Page-C10)
. e .

‘The House leader begins a
drive today to paint his party as the New
Economy's friend, with proposals for tax
breaks for Internet firms and commerce and
more visas for foreign technology workers.
A rise in Silicon Valley donations may help
id to be spnker (Article on Page A32)

. »

even as a federal judge prepared to
rule soon if the effort fails, people close
to the case said. Its stock fell 6.8%.
(Articie on Pace A3)
P

Home sales rose 6.7% ruary,
rebounding from January, in/a sign
lmmmlnurul rates aren'{ signifi-

I refused
pnmskmo{ the l996 Welfare Reform act uyl
lets the governient deny food stamps and
other benefits to noncitizen residents. Jus-
tices also refused to decide whether people
filing for federal tcy protection can
avoid repaying sutrschool student loans.

. e
Clinton’s South Asla trip produced little

cantly cooling the economy. Inventory | progress in resolving the enmity between
levels edged down but stayed tight. nuclear-armed neighbors India and Paki-
(Arficie on Page A2) stan, or in Israel-Syria peace

talks. ml-mﬂmumm;:dmw:nm

of whether is th 10

_ Clsco Systems surpassed Microsoft | monts left in office. (Article on Page A32)

to become the company with the high- wmeauunmnpmed-mu

est market value in the world, at
$555.44 billion, as ‘the networking-
equipment maker's stock price rose.
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[~ (ABC's presideat, Paiticia Fill Kru-
shel, is leaving her post at the TV net-
work after seven years, according to
-people familiar with the ll(uadon.

(Article on Page 84)

Volkswagen bought
stake in Scania from holding company
Investor for $1.62 billion, acquiring a
foothoid in the heavy-truck market. .

(Article on Page A22)
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Colgate named Lois Juliber its new

chief operating officer, positioning her
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the continued impasse with Syria, rnlstn: a
*| risk of confrontation with Damascus. Sepa-
rately, Barak easily survived a Likud no-
confidence mouon on his .lemnltm policy.

poor families need
renlnld HUDSecreuryOmmd ina bid
to pry more affordable-housing funds from

gress. Those spending more than half
melr earnings on rent rose 12% since 1991,
while the number of affordable-housing
units fell by 370,000, (Article on Page A2)
-

judge Ross
199 running mlle Pat Choate, is the le‘ln
mate chairman. The split has badly
party's pmpccu for ll\e hll elections.
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toration of the Ten Commandments of
- »
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nary numbers from Nielsen Media. | jipg Petroleum complex was the site of a
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muwmmmmm French Prime Minister Jospin reshuffied
Dragon, for $587 million in stock. his prneiBhgirion
farne ik an e

4 s " (Article on Page AZ2)

NYSE vol. mzsmn mlru of spe sel was urged by

ment isn't nevkral enough to lodk into White

House failure to hand over e-malls. Reno is

uniikely to comply. (Article on Page A8)

fund political races, and free air time. Bush | .
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SALES of existing single-family homes

Construction sites hpxe always been
dangerous places, but they're getting more

were killed at work last year, up 25% since
1992.

In response, agency is focusing
more on ellmlmung safety  violations
through

inthe U.S. rose in Fel toa nally
adjusted annual rate of 4,750,000 from a
revised 4,450,000 in Janyary, the National
Assoclihon of Realtors reports. (Article on
page A2

qstandards set by the ABC will face fewer

safety
such as ts recent accord vllh the Associated
Builders & Contractors trade group. Con-
tractors who meet strict safety and training
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The Mall ls a Plam to Look—
For Chamorro T-Shirté;
The Layers of Assimilation

By Rosert FrANK
Staff Reporter of Tux: WaLL STRERT JounnkL
HAGATNA, Guam — The brochures for
this breezy Pacific outpost boast of a
“small island containing a world of cul-
tures.” On the main drag in downtown
Hagatna, Japanese noodle shops thrive
amid Dairy Queens, cha-cha clubs, Span-
ish-style Catholic churches and American
strip clubs. There's even a Wild West-style
shooting gallery that doubles as a wedding

chapel for visiting South Koreans.
nd what about the native culture of

Guam? 3 there to
even look, al conciérge at
the Guam Hyau Rege . “Maybe the
mall?”

Cold War Castaway

Forgiye Guam its confusion. Officially,
this § icanic island in the middle of

the Pacific, which has been colonized three

times, is an “‘unincorporated territory of

the U.S." Unofficially, it's a Cold War
For

ty-
Chanel bags. Through it all, people here
have patiently adopted the , food,

clothing and relmm of lhelr Invaders ln

=

and will get a break on
regulatory hassles over technical violations.
“We want to less time at

ping nations,

Since 1985, FDA Has Tésted
Military Drug Stockpile
To Extend Shelf Lives

What the DaEReally Mean

By Lavkie P. Cones

Staff Reporter of Turk WaLL STREET Jounnat
Do drugs really stop working after the

tamped cn the bottle”

fteen years ago, the U.S. military
decided to find out. Sitting on a $1 billion
stockpile of drugs and facing the daunting
process of destroying and replacing its

dal

supply every two to three years, the mili- -

tary began a testing program to see if it
could extend the life of its inventory.

The testing, conducted by the Food and
Drug Administra*ion, ultimately co®red
more than 100 drugs, prescription and

programs — where aid groups make small
loans to poor entrepfeneurs who can’t qual-
ify for converitional loans—have proven very
effective. Today, newly formed Count Me In
for Women's Economic Independence kicks
off a campaign to make such loans available
in this country, specifically for women. The
nonprofit is the brainchild of Nell Merlino,
mllar of “Take our Daughters to Work

Day.
mdnvewlllleﬂlorlhell least
llﬂ mll!km by mlldllu 5 donlﬂoni from

. Proceeds will be used -to provide
MMMW!GSIDM)MMD’WIQ
Il the sorts of things
mnmunlmllmntouom. says a
spokeswoman. Count Me In, which says a
lack of credit history often makes it hard for
women to qualify for standard loans, uys Il

T. Ehe results, never before
reported, SMW that about %0% of them
were safe and effective far past their
original expiration date, at least one for 15
years past it.

In light of these results, a former
director of the testing program, Francis
Flaherty, says he has coricluded that‘exni-
ration dates put on by manufacturers
typically have-no bunnz on whether a
drug is usable for

Mr. Flaherty notes (lul a drug maker is
required to prove only that a drug is still
good on whatever expiration date the
company ¢ to set. The expiration
date doesn’t mean, or even suggest, that
the drug will stop being effective after that,
northat it will become harmful

will devise a ™
scoring™ technique. e

HEAVY OVERTIME can strain blue-col-

lar X
A study by Cornell University's $chool of
Industrial and Labor Relations finds union-
ized hourly employees work an average of
6.63 hours of overtime on top of their regular
40-hour week. But while many employees
worked only a few extra hours par week, just
over one-fifth of ~ sometimes

refemd to by co-workers & “overtime
hogs" —mnwunmgmnum
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EMISSIONS TEST:
California gets ready
1o decide whether to
recharge the nation's
electric-car
or let it run out of
Jjuice. Page Bl.
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YOUR CAREER MATTERS: PC
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But “the hidden costs” of big overtiine “may

supervisors  showéd  “significantly
higher" levels of stres, use, and
absenteeism, the study.

ited for

put expiration dates

on for marketing, rather than scientific,
reasons," says Mr. Flaherty, a pharmacist
at the FDA until his retirement last year.
“It's not profitable for them to have prod-
ucts on a shelf for 10 years. They want

turnover."
The FDA uuﬁon: that there isn't
nce from the program, which

combat and witich tests only individual
mnnufmnﬂu batches, to conclude that

in people's medicine cabinets
m pocml beyond the expirafion date.
Stilh, Joel Davis, a former FDA expiration-
date compliance chiel; says that with a
handful of exceptions — notably nitroglyc:
erin, insulin 2nd some liquid mublﬂm»
most drugs are probably as
muemnumryhumudhfmemm
tary. * drugs degrade very slowly,”
he says. “In.all

likelihood, you can take a
product you have lmmelndl Ilfor
mnyyun elpccllllylllulnmerrm'
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Afg There Limits to Tenure
Of a Man Who Answers
To No One but God?

‘Celestine anﬁis' Donkey

By Lisa Miuex
Staff Repofter of Tir WaLL STREET JouRNAL
ROME-Should he or shouldn't he?
Luca Mastroserio thinks he should.
While Pope ‘John Paul [I was in the Holy
Land last week, Mr. was
hanging out in the crowd of

Biondi, who Is 29 and a psychologist.
Streets near St.
dioceses

From the cobbiestone ar St
Peter’s Square to rural in the
American Midwest,

Triggered /
John Paul II's obvi- {
ously  declining  Pope John Paul Il
health — in Jerusa: - ——————
lem on Sunday he needed help rising from
his knees In the Church of the Holy Se-
—and fueled by a German bishop's
controversial public remarks on papal
tirement early this year, the debate has
reached ,a fever pitch. Both in private
conversation and in the press, are
talking about canon law, God's will and the
instance of papal retirement,
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Om MEMBERS couldn't agree
on howmich to increase oil pro-
duction, with Iran in particular insist-
ing on a smaller boost than Saudi Ara-
bia wants. Despite weeks of back-room
negotiations meant to lead to a quick
consensus, the meeting adjourned
with only an agreement to return to
the table today. Crude prices fell.

dismissed worries the
runup in ol prices would spark infla-
tion, suggesting the economic impact
would be negligible if fuel costs stayed
at a plateau around current levels.

(Articles on Pages A) and Ad)

. . :
Some brokerage firms are ratchet-
ing up efforts to pay upfront bonuses
and provide other perks to brokers, po-
tentially running counter to the spirit
of a high-profile effort by SEC regula-
tors to clean up'conflicts of interest.
(Articie on Page C1)

. . .o 4
Jamle Dimon was picked to be
chairman and CEO of Bank One, thé
nation's fifth-largest bank. Bank One
shares rose 8.8% on the news the for-
mer Citigroup president had the job.
(Article on Page C1)
. .o
Morris and R.J. Reynolds
$20 million in punitive toa
sick smoker, underscoring cigarette
makers' vulnerability in the state.
(Articie on Page A3}

Microsoft continued working with
the U.S. toward a possible settlement,
even as a federal judge prepared to
rule soon if the effort fails, people close
to the case said. Its stock fell 6.8%.

(Articte on Page A3)
P

Home sales rose 6.7% 3
rebounding from January, In‘a sign
that rising interest rates aren'{ signifi-
cantly cooling the economy. Inventory
levels edged down but stayed tight.

(Articie on Page A2)
. .. .

" Cisco Systems surpassed Microsoft
to become the company with the high-
est market value in the world, at
$555.44 Dbillion, as ‘the networking-
equipment maker's stock price rose. |

“ - (Arficle on Page C1)
. . .
president, Pafricia Fill-Kru-
shel, is leaving her post at the TV net-
work after seven years, according to
-people familiar with the situation.
(Article on Page B4)

. .
Volkswagen bought a minority
stake In Scania from holding company |
Investor for $1.62 billion, acquiring a
foothoid in the heavy-truck market. .
(Article on Page AZ2)

. v .
Colgate named Lois Juliber its new
chief operating officer, positioning her
as the front-runner for the top post.

. (Articte on Page B6)

. e s

The Florida attorney general’s of-
fice is probing some business prac-
tices of the direct-marketing division
of Rexall, a health-products maker. -

year, according to prelimi-
nary numbers from Nielsen Media.
(Article on Page 82) s
“ % . .
Lernout & Hausple will buy a
maker of speech-recognition software,
Dragon, for $587 million in stock.
(Article on Page 89)
.

..
Markets—

Stocks: NYSE vol. 876,257,990 shares,
Nasdagq vol. 1,360,960,328. Dow Jones indus-
trials 11025.85, off 86.87; transportation
2667.81, off 20.34; utilities 290.70, up 3.43.

Bonds: Lehman Brothers Treasury index
40551, 0p 1.06. S

: Oil $27.78 a barrel, off
$0.15. Dow Jones-AIG futures index 96.648,
Off 0.082; DJ spof index 120,64, off 0.13.

Philip
were told by a California jury to pay |

106.74 yen, off 0.14; 1.0344 euros, | dered

Dollar: 106.]
up 0.0112; 2.0232 marks, up 0.0219.

ter winning election as Russia’s pi .
Governments and investors-are watching
the 47-year-old former KGB spy’s moves for
clues 1o an agenda that largely remains a
mystery. His slim victory Sunday, in which
he drew 53% of the vote, also calls into
question the depth of his domestic support.
Putin ordered payment of wage arrears but
admitted he has no quick solutions to pov-
erty and corruption. He visited Yeltsin, the
patron he granted immunity from any pros-
ecution. (Articles on Page A21 and A24)
Clinton called to congratulate the
president-elect and urged an investiga-

1" 2000

SALES of existing single-family homes
in the U.S. rose in February to a seasonally
adjusted annual rate of 4,750,000 from a
revised 4,450,000 in Janyary, the National
Association of Realtors reports. (Artiéle on
page A2.)

“Construction- sites always been

dangerous places, but ‘re getting more
50, as the tight labor market increases
the number of i workers on the
Jjéb. More than 1,200 construction workers
were killed at work last year, up 25% since
1992,
In response/ the agency is focusing
more on eliminating safety violations
the cooperative safety “partnerships”
such as ts recent accord with the Associated
Builder tractors trade group. Con-
tractors who meet strict safety and training
standards set by the ABC will face fewer
OSHA

tion of allegations ig
abuses by Russian troops in Chechnya.
. . .. "

A confrontation over Ellan Gonzalez may
be nearing as Florida relatives asked for a
quick appeal of their asylum-request rejec-
tion but ignored a Justice Department de-
mand that they agree to hand over the boy if
they lose. Ina TV interview, the six-year-old
told of his harrowing voyage from Cuba and
said he doesn’t believe his mother is dead.

. .

Gore's -reform plan would
pressure on powerful broadcasters ai
sure a bitter fight with Congress. Admitting
he is an “imj messenger" for such a
cause, he wants a $7.1 billion endowment to
fund political races, and free air time. Bush
dismissed the plan as a “government take-
over" of campaigns. (Article on Page-C10)

.« e .

‘The House Democratic leader begins a
drive today to paint his party as the New
" with for

A rise in Silicon Valley donations may help
his bid to be speaker. (Article on Page A32)

.- e o»
‘The Supreme Courd refused to overturn a
provision of the 1996 Welfare Reform act that
lets the governient deny food stamps and
other benefits to noncitizen residents. Jus-
tices also refused to decide whether people
filing for federal bankruptcy protection can
avoid repaying state-school student loans.
.

. .

Clintor’s South Asta trip produced little
progress In resolving the enmity between
nuclear-armed neighbors India and Paki-

while the number of affordable-housing
units fell by 370,000. (Article on Page A2)
»

. Cw

Reform Party. The judge ruled Ross Perot's
1996 running mate, Pat Choate, is the legiti-
mate chairman. The spikt has the

party’s prospects for the fall elections.
. . X
Ugandan cult investigators found 74

Guam’s Roét: Aréj
8o Deep in'Spam,
They’re Hard to Find

The Mall Is a Place to Look—
For Chamorro T-Shirts:

and will get a break on
regulatory hassles over technical violations.
“We want to spend less time
sites where hazards are " con-
trolled,” says OSHA Administrator
Charles Jeffress, “and more at sites
where they aren’t.”"

COUNT ME IN plans “microloans” for
U.S. women.

In developing nations, microfinancing
programs — where aid groups make small

loans o poor ¢ who can't qual-

The Layers of Assimil

By RoBERT FRANK

Stafy Reporter of Tur. WaLL STRERT JoumnxL

HAGATNA, Guam — The brochures for
this breezy Pacific outpost boast of a
“'small island containing a world of cul-
tures.” On the main drag in downtown
Hagatna, Japanese noodle shops thrive
amid Dairy Queens, cha-cha clubs, Span-
ish-style Catholic churches and American
strip clubs. There's even a Wild West-style
shooting gallery that doubles as a wedding
chapel for visiting South Koreans.

And what about the native culture of
Guam? " i

even ook, sa|
the Guam Hyatt
mali?”
Cold War Castaway

Fol uam its confusion. Officially,
this §r icanic island in the middle of
the Pacific, which has been colonized three
times, is an ““unincorporated territory of

U.S." Unofficially, it's a Cold War
castaway looking for a purpose. dec-
ades, it was supported by the Navy, and
lapanese tourists

bags.
adopted the language, food,
clothing and religion of their invaders in
accepted.

spok
gee. 'mynot sure-where to
ys a J.W&n at
Regehcy. “Maybe the

ity for proven very
elfective. Today, newly formed Count Me In
for Women's Economic Independence kicks
off a campaign to make such loans available
in this country, specifically for women. The
nonprofit Is the brainchild of Nell Merlino,
creator of “Take our Daughters to Work

will seek to raise at least

y.

The drive
$10 million by soliciting $5 donations from
will be used-to provide

women. Proceeds
loans of from $500 to $10,000 to help female
enl do “al

says it
it

Since 1985, FDA Has Tésted
Military Drug Stockpile
To Extend Shelf Lives

What the Dates Really Mean

By Lavmie P, Conex

Staff Reporter of Tuk Wars STExT Jovmyat
Do drugs really stop working after the
dal imped cn the bottle?

ifteen years ago, the U.S. military
decided to find out. Sitting on a $1 billion
stockpile of drugs and facing the daunting
process of destroying and replacing its
supply every two to three years, the mili-
tary began a testing program to see if it
could extend the life of its inventory.

The testing, conducted by the Food and
Drug Administration, ultimately co®red
more than 100 drugs, prescription and
over-the-counter. Ehe results, never before
repocted, show that about %0% of them
were safe and effective far past their
original expication date, at least one for 15
years past it.

In light of these results, a former
director of the testing program, Francis
Flaherty, says he has coricluded that ‘exni-
ration dates put on by manufacturers
typically have-no bearing on whether a
drug is usable for longer.

Mr. Flaherty notes that a drug maker is
required to prove only fhat a drug is still
good on whatever expiration date the
company chooses (o set. The expiration
date doesn’t mean, or even suggest, that
the drug will stop being effective after that,
nor:that it will become harmful.
Marketing Issue

put expiration dates

credil
scoring” technique.

HEAVY OVERTIME can strain blue-col-
lar! finds.

A study by Cornell University's School of
Industrial and Labor Relations finds union-

~

worked only & few extra hours par week, just
over the workers — sometimes
referred to by 4

g‘

Workers who put in more than 50 hours a
week reported a much Freater incidence of
“'severe” work-family conflicts.

IT COULD HAPPEN: A KPMG Interna-
tional poll of college seniors found that fully |
T74% of the students expect to become a
millionaire.

Find authenticated

JOING: There
ways (o play the averages, C1.
FUND TRACK: Hot mutual funds
barricade the doors, C27.
: Franchisees’ Web

court documents

3,
£

on for marketing, rather than scientific,
reasons,” says Mr. Flaherty, a pharmacist
at the FDA until his retirement las( year.
“It's not profitable for them to have prod-
ucts on a shelf for 10 years. They want
‘ 3

urnover.
The FDA cautions that there isn't

regular | enough evidence from the program, which

dal

Stilk, Joel Davis, a former FDA expiration-
date compliance chief; says that with a
handful of exceptions — notably nitroglyc:
erir, insulin ad some liquid antiblotics —

most drugs are probably as durable as
those the agency has tested for the mili-
tary. “Most drugs degrade very siowly,”
he says. “In.all likelihood, you can take a
product you have at home and keep it for
many years, especially if it's in the refrig-

Manufacturers’ View

officiali don't dispute
FDA'S testing, within
Extension
that expi-

‘confusion. From

perspective, any liability
or safety-risk is diminished by limiting the
which & might
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‘Many Drugs Prove Potent Long Past Explratlon Dates

Cmunu{d h'nm ﬂm Page-

puum»elormwms:mtmmuy
NPD Group Inc. of Port Washington, N.Y.,
0% of 1,000 respondents said they .
1~ bly wouldn't take a prescription drug after
its expiration date; 72% said the same of an
over-the-counter remedy./

“People think that, upon expiration,
drugs mddcn!y turn nm: or lose all their
potency,” says Philip Alper, professor of
medicine at Lvnlvemty D(Cilllm'llll at San
Francisco. In his own pgact! 5
says, "l frequently hear—| lrom uenu
who can't afford medicine - that mey have

&

The FDA tests batches of dru

‘Expired’ Drugs That Are Still 0K

the armed forces’ stockpiles that are near their expiration dates, and innost
cases finds them still potent and gives them a new, later expiration date for miltary use. Here are examples:

DXTIXDED 10 TYPE OF DRUG.

Needy Countries, Prompted by WHO,

Reject Drugs Nearing Expirdtion Dates:

By LAvRie P. Cu«na

Salf ReporecifTum m.
he U.S. military, expired are
mullndy lefton the shelf after FDA testing

-shows _they are still safe.and effective.

Meanwhile, charitable groups and devel-
oping nations often reje¢t drug-company
donations of much-needed medications

thrown away expired drugs. " He says com-
panies should be required to test drugs for
longer and set later expiration
dates when results warrant.
began

i
| Some .manufacturers first
| putting expiration dates on drugs in the

19605, although they didn’t have to. When
the FDA began requiring such dating in

1979, the main effect was to set uniform

testing and reporting guidelines. As now

required by the FDA, so-alled stability

Source. FDA and Deterse Department

made by Ayerst Laboratories. now part of
American Home Products Corp.'s Wyeth-
Ayerstunit, is 18 years old. It is 15 years be-
yond the expiration date applied by Ayerst.
Ttie FDA found it is still good.
A spokesman for Wyeth-Ayerst says it
“uses sclentific data to estabiish expira-
tion dates™ and “tries to have the longest
Possible dating on products that scientific
&ata supports.” The company Is aware of
the FDA retesting program. It says it can't

| testing analyzes the eapacity of a drug to

} maffitain its identity, strength, quality and
purity for whatever period the manufac-
turer picks. If the company picks a two-
')‘Qll'!'xmrlllnﬂdalf itneedn't test be:

Tnﬂn( for a two-year uplmkm does-
n't initially entail holding a drug for two
. Rather, the drug is tested by sub-

it to extreme heat and humidity for
months, then chemically analyzing
ingredient’s identity and strength.

| the date Is set and the drug is mar-  comment specifically on the injectors
| ketell, lmlng continues for the full two tested by the FDA.

| Y T DA atsouseschemicat analysisin A Few Fall . )
| testing for possible shelf-ife extension: it Shell-life extensions are intentionally

conserval the FDA's Mr. Flaherty told
military brass in a 1992 speech. He say$
that if the agency extended an eXpiration

't test on human subjects. Testing
llm&{n such that any medicine that
say) the standards for a two-year

tion date probably lasts longer, the ~ date by 3 months, it had concluded the lot
FDA and drug companies agree. would retain all of its safety and efficacy
Still Good for at least 72 months.

A very few drugs areri't retested. The
military has found that water-purification
tablets and mefloquire hydrochloride, for
malaria, routinely fail stability testing be-
yond their expiration dates, so it has re-
moved them from the program.

Also excluded are large-volume intra-
venous solutions, such as saline. “We don’t
like to test those,” says Col. Crawford.
“Not because we can't, but because it
would be politically sensitive if G.1. Joe
was lying in bed and saw it had originally
expired three years ago.”

Mr. Flaherty has said that while he
tested a handful of drug batches that didn't
even.make It to their expiration dates,
most drugs were “surprisingly durable.”
In one instance, he says, drugs labeled for
room-temperature storage had been kept
for two years in a warehouse in Oman that
averaged 135 degrees Fahrenheit in the
daytime. Upoh expiration,
which included the local anesthetic lido-
caine and atropine, a nerve-gas antidote
also used by eye doctors 1o dilate pupils, -

ere well within the standards for po-
_Irnt) and other quallty characteristics,”

he says.

ble Molecule

One medicfne,the FDA has endorsed for
extensions is rij in hydrochloride
tablets, an anfibiotic marketed by Bayer as

Cipro. One batch had an expiration date of
- March 1989. More than 9's years later, the
FDA found the tablets still good; it then ex-

tended some of them for 18 more months
and others for 24 more months.

Albert Poirier, quality-assurance direc-
tor for Bayer's pharmaceutical division,
says he isn’t surprised because Cipro “is a
stable drug molecule" in tablet form, *We
&0 for a sheif life that will be safest for pa-
tients," he says. “We want the drug to be
used up within three years. We wouldn't
want a patient to have it for 10 years be-
cause they'd have an old package insert”
that might omit new information or contra-
indications and because “we'd have no
control over how they'd store the.drug dur-
ing this time."

Another extended drug is Thorazine, a
tranquilizer chemically known as chlorpro-

* mazine tablets. Batches bearing Decem:
ber 199 expiration dates—unused arid un-
opened, as is the case with all drugs evalu-
ated in the Shell Life program-—were
tested in July 1998 and extended for two
years. A spokesman for the maker,
SmithKline Beecham PLC, says it applies
an uplnliﬂn date 24 months after manu-
facjure. “We think um is the uppmpnm
expiration date,” he don't bene-

Consider-aspirin. Bayer AG puts two-
i year or three-year dates on aspirin and
says that it should be discarded after that.
Chris Allen, a vice president at the Bayer
unit that makes aspirin, says the dating is
“retty conservative”: when Bayer has
tested four-year-old aspirin, it remaired
100% effective, he says.

=80 why doesn’ (lhyer set a four-year ex-
date? Because the company often
packaging, and it undertakes
“Pofitinuous improvement programs,” Mr.
! says. Each change triggers a need
{ more expiration-date testing, he says,
ting each time for a four-year life

be impractical.
Bayer has never tested aspirin beyond
l four years; Mr. Allen says. But Jens

Carstensen has. Dr. Carstensen, professor
emeritus ll‘lM University of Wisconsin's
. who wrote what is con-
sidered !hf main text on drug stability,
says, "I did a study of different aspirins,
and after five years, Bayer was still excel-
lent. Aspirin, if made correctly, is very sta-
ble.” ¥
« Only one report known to the medical
community linked an old drug to human
toxicity. A 193 Journal of the American
w Medical Association drticle sald df,l’lded
tetracycline caused kidpey da
this study, though, has been chlll!nged hy
other scientists. Mr. Flaherty sa
Shelf Life program encountered no luxltlly
with tetracycline and typically found
batches effective for more than two years
beyond their expiration dates.
Plea From the Alr Force
program dates to a U.S. effort be-
gun In 1981 to increase military readiness
by buying large quantities of drugs and
medical devices for the armed forces. Four
years later, more than $1 billion of supplies
had been stockpiled. The General Account-
ing Office audited Air Force troop hospitals
in Europe and found many supplies at or
near expiration. It warned that by the
1990s, more than $100 million would have to
be :anu yuriy on replacements.
eon General's office
nkrd ﬂ\e FDA if it could possibly extend
the shelf life of these drugs. The FDA had
the equipment for stability testing. And be-
ause it had approved the drugs’ sale in the
first place, it also had manufacturers’ data
+ on the testing protocols.
‘Testing for the Air Force began in late
lsss In the first year, 58 medicines from

mlw«: 10 the FDA from overseas storage,

them penicillin, lidocaine lnd Lac-
med ingers, an Intravenous solution for
dehydration. After testing, the FDA ex-
tended more than 80% of the expired lots,

n average of 33 monf “fit lmmmupmmn dates.”
ny- n 1 "‘:cmm"\‘ to the FDA ,,,m Some other drugs the FDA has extended
Ihln half of the expl at least two years beyond thelr expiration

dates are diazepam, sold as Valium; cime-
tidine, sold as Tagamet; phenytoin, sold as
Dilantin; and the antiblotics tetracycline

ired drugs that had

been retested in l”ﬁ were still fine. Even
now, at least one still is.

Such results came as a revelation for

Army Col. George Crawford when he took  and penicillin.
‘military oversight of the program Savings
1997. Heisa " Is Big

On a cost-benefit basis, the program's
- returns have been huge. The first year, the

" Air Force paid the FDA $78,000 for testing
and saved 59 times that sum by not needing
to replace the drugs. After other sérvices
Joined, the military from 199 through 1998

military’s base for the program Is 4 spent about $3.9 miflion on testing and
‘mm':ym T tack saved $261.4 mmlnnonamzuwm ac
3 Fose cording 10 L. Col. Russie.
M-'"m“;mm_ Says Mr. Flaherty: w.h:;‘a:;’m
of
““"‘""‘“';"‘“““"’m mmﬁuumn&m«mnunm'
fense.,”
i ] 1o the FDA, which sends them mm,,;:m . m
‘The FDA's lab In Philadelphia recently A
tested five automatic injectors containing "f."'“' atameeting of "ﬂ
an antidote to chemical poisoning, which ~ American Association of
- were held for three months in h\'lwdm.n.v.mmw
conditions even hotter and more humid ~ detail about how the FDA decided
than the FDA in consumer testing 10 extent a given expiration date. Mr.
of drugs. The tested the drug con- vis concluded by noting how much the
tained in the injectors, pralidoxime chio- U-M:lmdbymmlhﬂlhmlr
ride, by separating its ingredients and 5 n
measuring the strength and gmu still-useful mpdical e
each, then a 0 . Flaherty says the FDA was keenly
determine @ shelf-life extension. aware that if its methodology was flawed,
- was warranted. ' orits results even once, its credi-
The infectors' original expiration date  bility would be Yet FDA officiale

the drugs, ~

have. liked what we were doing. but they
weren't able to challenge it,” he says.
While the military 1s finding it can keep
most drugs longer. civilians hear quite 4
different message. For instance, a cam-
paign called the National Expired and Un-
used Medication. Drive has collected and
destroyed 36 tons of drugs since 1991, says
its founder. Kathilee Champlin. Ms. Cham-
plin, of Colorado Springs, Colo., says her
interest derives from experience working
with the elderly and seeing how hard it was
for them to keep track of all their medica-
tions. She says she wasn't aware of any
FDA program to extend drugs’ shell lives
Her group has gained sponsorship from
the some big dryg retailers. including Wal
\hn Stores Inc. It sponsrs the campaig

“a good corporate citizen,
Frank agrave, vice president of phar
macy merchandising. believe that-

people should dispase of unused prescrip-
tion medicines a year after they get them, "
he says, adding that Wal-Mart sometimes
gives le a free bottle of vitamins if
they bring in expired drugs.

ohnson & Johnson's Janssen Pharma
ceutica unit, a drug maker, also sponsors
Ms. Champlin’s campalgn. “We think it's
important to educate the public about the
risk of taking drugs that are éxpired anti to
raise public awareness,” says
spokesman for Janssen. Both Wal-Mart
and J&J say that supporting the campaign
to discard expired drugs has nothiag to do
with their sales efforts.

Many pharm.
shell lives. The ano
sclentific grotp that develops
stand; for the drug industry, urged in
1955 thatt pharmacists set expiration dates
at no more than one year if they were dis-
pensing drugs in a bottle other than the
manufacturer’s original packaging. “New
containers may let in more moisture and
heat than the container the manufacturer
used for the stabillty study,’’ accelerating
the drug’s degradation, says the USP Gen-
eral Counsel Joseph Valentino.

‘The recommendation became a USP re-
quirement in 199F. As a result, “the major-

also play a role in

ity of pharmacists shorten the manufactur-
ery
drugs 1 one year or 1€ss, says Susan
Winckl official of the American Phar+
maceutical Association. In fact, in 17
states, pharmacists now are legally re-
quired todoso. Ms, Winckler says shorten-

ing the dates makes sense becaise many "

people store drugs in Moist bathrooms. She
siys the one-year nule is “motivated by
product integrity and not by profit.” o
Even the FDA has sometimes pushed
for throwing out drugs at their expiration”

expiration datés” on prescription ,

that are pearing their
‘Why the incongruity? %
The World Health Organization in 199%
urged countries 1o refuse free drugs
didn’t have at least a year left expi-
ration. WHO said there had beén many
“‘inappropriate donations."
The $55 miltion in drugs contributed to
Armenia after a 1988 earthquake was the
“wake-up call to the donor world,” says
Jonathan Quick, an}fficial of WHO, Many
had already expired, according to WHO.
The issue grew hotter in 1997, when the
New England Journal of Medicine réported
that at least half of the drugs donated dur-
ing the war in Bosnia were unusable, in
most cases because they had reached their
uplrnllondnlts The article said the effort
“may have been_used to dump outdated

- ‘supplies” to gainax breaks and avoid mil-

Tions of dollars of disposal costs.
Reflecting the new militancy on the is-

sue, officials-in Haiti, Kenya, Egypt an.

Peru in 1998 refused more than two million
cartons of antibiotics and pain relievers
because were due to expire within a year.
The same year, the Catholic Medical Mis~
sion Board turned away S32.4 million n

date. Last October it co-sp . with
the National Association of*Chain Drug-
stores and others, 2 campaign that urged

had only eight months
o a year left before expiration.
Yet most drugs the Food and DrugAd-

women fiot fouse beyond the
expiration dates because, as the brochure
put ity “they may not work.” Mr. Davis
says this shows just how pbscure the mili-
ell Life Extension Program is.
¥ people at the FDA have absolutely
no idea this program exists, " he says.

MONSANTO C0.
NutraSweet to Bc Acquired -
By J.W. Childs Associates
Monsanto Co...St. Louis, cleaning house
before its planned merger with Pharmacia
& Upjohn Inc...said & agreed to selt its bulk
NutraSweet business to 3.W. Childs Asso-
clates LP for $340 million. The NutraSweet
business makes the no-calorie sweetener
ame us¢ in bever: ind food.
1% Childs, a Boston inyespent firm
which owns medium- )urw.cnd per-
sonal nmnum companies, said the chief
et business will
be Nick . Rosa, who has been  eniot ice
president of Monsanto, a crop-biotechnol-
ogy and pharmaceutical concern, Mon-
santosaiq it also agreed to sell its stakes in
{wo Bupean makers of the arifica

s for the U.8. military
provgsafe and potent long past their expi-
ration dates. And even Philippe, Aatier, a
doctor who was an auttior of the New Eng-
land Journal irticle, says he has used ex-
pired antibiotics in the Honduran jungle.
“We know that most expired drugs will
pose no danger, so when we have no other
choice, we use them,” he says.

Asked why drugs with less than 6ne
year to expiration are shunned by interna-
tional medical groups, Robin Gray, a WHO
medical officer, says that recipients of do-
nations deserve the same protections ‘as
U.S, citizens. If expired drugs weren't po-
tentially harmful, he reasons, the FDA
wouldn't require expiration dates. He says
he wasn't aware of the FDA retesting and
extending of drugs for the military.

Some see a political agenda lurking in
the issue. *"This is an

Some U.S. pharmaceutical mpnm;
and aid organizations, regarding the WH(
guidelines as too restrictive, banded
gether in 1997 to work with WHO on revis-
ihg_them. Their Partnership for Quali
Medical Donations eventually
the guidélines after WHO changed thedl
last year o allow for occasional exception
10 its one-year rule,

The FDA's Shelf Life Extension Pret
gram for the military has been used

on drugs for a civilian relief effort. Wity

medicine critically scarce, in Russia after
the Soviet system collapsed. the FDA
~ested expired batches of an intravenous
solution for dehydration called Lactated
Ringers, extending its shelf life before
was sent abroad by Project H
Jack Bode, an official of the Millwood:
Va.-based relief group, says that in the cuts

rent environment, the shipping of expire@ -

drugs, even thase whose dates had been ex®.
tended by the FDA, “wouldn't happeg
again.”

Yet Mr. Bode, who has spent the past
elght years working with refugees in So-
malia, Rwanda and elsawhere, has this ob=
servation: “Has anyone been harmed
expired drugs? Maybe. But | can defy
tively tel] you that a lot of people died bé
cause they didn't get expired drugs.”

Lucent, MetroMedia
Plan Video Start-Up,

Do wass Sraer Jocwso. Stal Reporier
© MURRAY HILL, N, Tech?
nologies Inc. and MmMedh Fiber Net-
work Inc. are expected to announce today

restaraee

details of a start-up company that will offer -

speedy video services over an all ﬂbor net-
work.

The new company, GeoVideo Nelvnxks
Inc.. New York, is a product of Lucent's in-
ternal venture-capital arm, Lucent New
Ventures Group. GeoVideo aims to deliver
““real-time” video over the Internet, using a
high-speed fiber network at speeds of more
than 10 gigabits asecond. MetroMedia, a
White Plains, N.Y., builder of fiber-optic
telecommunications networks, will supply
the fiber.

(GeaVideo executives sald business cus-
tomers will be able to use the technology to
deliver all sorts of services such as video-

Industry, anti-U.S.-motivated ~attack,”
contends Glénna Crooks, a former Reagan
administration health-policy adviser who
is a consultant to several drug companies.
“Are we destroying drugs that could be
used? Yes," she sa
o the suspicion that  companies donate

or television

programming over a “private” network.
* Intérnet-based video services have typi-
cally been slow, because the service re-
quires huge amounts of space on the net-
work. Setting up a “private” metwork
would route the video signals away from
theeavily trafficked Internet and signifi-

sweetener for 67 million &
1ts Japanese partner in the ventures, The
moves bring to 52.3 billion the sum Mon-
santo has raised through asset sales since
July to help pay down §7 billion in debt

sawdupnul costs, memmpmn

that they also can get deductions for ue
stroying drugs. But the deductions aren't
s large.

speed.
GeoVideo plans tesintroduce the ser-
vices in about 27 markets, including New
York Los Angeles, in the coming

months. Pricing has yet to be determined.
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