LN S |.:||G.t1 T NS W e e ——

oy Y e PR e S TR e eyt w T it ok e

A safety cap for drugs

Federal agency tests
60,000 drugs a year at
St. Louis laboratory

By Alien Levy
Globe-Damocrat Staff Writer

couple of years ago, the chemists In
Thomas P, Layloff's lab finally ran
into a suppository that wouldn't

melt.

First they tried heatlng It gently, sub-
jecting it to the same temperatures that it
wolild meet in the body. Mo go.

Then they dropped it In boiling water
and even heated it to extremely high tem-
peratures in an oven.

Still nothing. Tt just refused to melt.

And that from o medicine thal was sup-
posed (o mell A% soon as it got into the body
— @t o temperatire slightly below 88.6
degrees Fahrenheil,

Ohvicusly, something wis wrong.

After a series of tests, the sclentists at
Layloff’s lab figured out that the

suppository had been stored for a while in
an overheated warehouse. The heat had
caused two Ingredients of the suppositories
to recombine and form a type of nylon that
was virtually indestructible,

“It was very safe," Layloff said recently,
laughing as he recounted the incidentin his
offices al (he National Center for Drug
Analysis in St Louls. But you could have
used “a whole handful (of suppositories)
before anything happenead,"

instructions on the suppositortes, which
are designed to trest asthma and are
generically known as aminophylling, now
warn thal they must be kept cold.

The aminophylline story s a perfect
example of why the government runs the
National Center for Drug Analysis; said
Laylolf, who is director of the lab.

The center, abranchofihe V.5 Food
and Drug Administration, has 42 full-time
employees, mosl of them chemists, who
test drugs that are sold every day in
pharmacies.

Do asplirin tablets really have ns much
aspirin in them as the manufacturers
clalm? Will time-release copsules really
relegse their medicine smoothly aver a

prolonged period? Are any drugs
contaminated with Impurities?

All of those are questions that the
center's chemisis have been asking.

If the chemists find that a drug doesn't
meet published standards, the Food and
Drug Administration can ask the
manufacturer to voluntarily recall it, or it
can seize the drug., enjoin the
manufacturer or prosecule, Layloff said.

The center completes about 60,000 drug
tests: a year. Approximately 40 times n
year, the chemists find drugs that violate
the minlmum standards, Layloff sald.
Usually, If there's a mistake, the
companies will "say ‘we goofed' and pull it
off the shelf,” Layloff added.

The laboratory, whichisonthe ninth
and 10th floors of the Federal Courts
Building downtown at 1114 Market St.,
confains about $L.5 milllon in the latest
drug-testing equipment, Most of the
machines are ted to a computer thot
aulomatically tabulntes and analyzes the
test resulls,

“For the kind of work we do, we are
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Director Thomas P. Layloff, left, and Deputy Director Lawrence
Jones of the National Center lior Drug Analysis.

Laboratory keeps safety cap on drugs
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probably one of the best equipped labs
in the world,” Layloff said.

In fact, the lab is now so well
equipped that it's Tinding drug
impurities thal never would have
shown up o couple of years ago, sald
Layloff and Deputy Direclor
Lawrence Jones.

For Instance, a little over a year
ago, the center found that a nu mber of
drugs packaged in containers with
rubber stoppers were contaminated

with one ingredienl contained in the
rubber. Apparently, the ingredient
leaches out of the rubber and into the
medicine,

The contamination wasfound
shortly after the center hatd bought
new equipment. The old equipment
probably would not have been
sengitive enough to detect the slight
rubbar contpmination, Layloff and
Jones sald.

Although doctorsdon't conslder the
problem a health threat, drug

companies are taking stepsto limit the

amount of contamination and are
trying to reformulate the rubber s 0o
leaching occurs, they said.

The lab has been operating in one
form or another since the early 18005,

Layloff sald. Were It ever to close, g

wihere would be an outcropplng again
of producers of Inferior products,” he
gaid. “And they would tend to out:
compete the quality products, 5o you'd
seea decling inquality.”




