Vol. 131

BeZ T

No. 106—Pari IT

WASHINGTON, THURSDAY, AUGUST 1, 1985

No. 106

PROCEEDINGS

QEFE,RQ\A

United States
of America

NOT TO BE
TAKEN
FROM THE
LIBRARY

AND DEBATES OF THE 00" CONGRESS, FIRST SESSION

United States
Government
Printing Office
SUPERINTENDENT

OF DOCUMENTS
Washington, OC 20402

OFFICIAL BUSINESS

o ook TRk RREX*%3-DIGIT

A CR MASSAOQQCM RS
MASHaCHU >
TECHNOLOGY LIB%ﬁkY

BOSTUN

Penaity for private use, $300

0042F

021

JETTS INSTITUTE OF

02139

OND CLASS NEWSPAPER

Postage and Fees Paid
U.S. Govemment Printing
(USPS 087-380)




Ty

S

S 16820

{A) provide new budget authority or
spending authority described in section
401(cX2KC) of such Act;

(B) relate Lo revenues, or

(C) specify the amount of the statutory
limit on the public debt.

(1) section 405 of such Act, as added by
section 4(q) of this Act, shall apply with re-
spect to fiscal year 1988; and

(8) section_1104(cX2) of title 31, United
States Code, as added by section 5(b) of this
11\9‘:;8 shall apply with respect to fiscal year

. - By Mr. METZENBAUM.:

S. 1557. A bill to provide the public
with informeation concerning the use
of producis containing aspartame, to
provide for the conduct of studies to
determine the health effects of using
products containing aspartame, and
for other purposes; to the Committee
on Labor and Human Resources.

ASPARTAME SAFETY ACT

Mr. METZENBAUM. Mr. President,
today I am introducing a bill entitied
“the Aspartame Safety act of 1985." I
consider this legisiation the absclute
minimum that Congress needs to do in
order to protect the health and safety
of the 160 million American consum-
ers who are using this chemical
sweetner under its better-known brand
nae of Tamtrasweet.”

In 1864, Americans consumed over 7
million pounds of aspartame, which is

-equivalent to 1.4 billion pounds of

sughr. This year we will consume over
20 billion cans of diet; s6ft drinks, the
vast majority of which are 100 percent
Nutrasweet. We had better be sure
that the questions which have been
raised about the safety of this product
are answered.

1 must say at the outset, this prod-
uct was approved by the FDA in cir-
cumstances which can only be de-
scribed as troubling. The FDA origi-
nally approved saspartame in 1974.
However, that decision was stayed
after concerns were raised about
health and safety problems. In March
of 1976 a special FDA task force re-
leased its report on testing practices at
GD Searle Co., the manufacturer of
aspartame. That report contained the
following conclusions:

At the heart of FDA’s regulatory process
is it ability to rely upon the integrity of the
basic sefety dats submitted by sponsors of
regulated preducts. Our investigation clear-
ly demonstrates that, in the G.D. Searle
Company, we have no basis for such reli-
ance now,

Through our efforts, we have uncovered
serious deficiencies in Searle’s operations
and practices which undermine the. basis for
reliance on Searle’s integrity in conducting
high quality animal research to accurately
determine or characterize the toxic poten-
tial of its products. :

“, .. The studies we investigated reveal a
pattern of conduct which compromises the
scientific integrity of the studies.”

Now, Mr. President, one might ask
what does a 1978 report on testing
practices at G.D. Searle have to do
with aspariame, & chemical sweetner
approved by the ¥FDA in 19817 The
answer 18 simple. Over 90 percent of
the tests submitted by G.D. Searle to

CONGRESSIONAL RECORD — SENATE

the FDA in order to get aspartame ap-
proved were submitted prior to March
1976, when the report was issued. In
addition, of the 25 Searle tests exam-
ined by the FDA task force, 11 were
tests done on aspartame. One of the
major questions hanging over the ap-
proval process is this question of how
the FDA resolved the issues raised by
its own task force in 1976. There are se-
rious questions about the quality of
tests used to approve this chemical
sweetner.

Mr. President, the questions do not
stop with the 1976 task force report.
For in 1977, the FDA wrote to the U.S.
attorney in Chicago requesting 2
grand jury investigation of G.D. Searle
Co. I quote frorn the letter sent by the
chief counsel of the FDA, Richard
Merrill:

We request that your office convene a
grand jury investigation into apparent viola-
tions of the Food, Drug, and Cosmetic Act

. and the False Reports to the Govern-
ment Act, by G.D. Searle and Company and
three of its responsible officers for their
willful and knowing failure to make reports
to the Food and Drug Administration re-
quired by the Act. and for concealing mate-
rial facts and making false statements in re-
ports of animal studies conducted to estab-
lish the safety of the drug Aldactone and
the food additive Aspartame.

In 1980, the FDA established a
public board of inquiry on aspartame.
What did they conclude? “The Board
has not been presented with proof of a
reasonable certainty that Aspartame is
safe for use as a food zadditive under
its intended conditions of use.”

In May 1981, 2 months before the
FDA Commissioner, Arthur Hayes, ap-
proved aspartame for use in dry foods,
three FDA scientists informed the
Commissioner that they did not be-
lieve that aspartame had been proven
safe beyond a reasonable doubt. They
questioned the reliability of key brain
tumor tests which were submitted by
G.D. Searle. These three FDA scien-
tists comprised half of the so-called
“Commissioner’s Team' which was set
up to advise the Commissioner on
aspartame approval.

Despite all the questions raised by
the chronology I have outlined, the
FDA Commissioner decided to approve
aspartame in July of 1981. He later ap-
proved aspartame for use in soft
drinks in July 1983.

In May of this year I asked the GAO
to undertake a full investigation of the
aspartame approval process. That in-
vestigation is now under way and I
have high hopes that it will shed some
light on the questions surrounding the
Commissioner's decision to approve
this product.

Pending the completion of that
report, however, there are a number of
steps which Congress should take with
relation to aspartame. The bill I am
intreducing today outlines the mini-
mum steps I feel are necessary.

The bill mandates that independent
tests on aspartame be conducted under
the auspices of the National Institutes
of Health. These tests will focus on
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the general effects which aspartame
has on brain chemistry as well as the
specific behavioral and neuroclogical
reactions experienced by individuals—
headaches, mood alterations, mer.aory
loss et cetera.

The tests will also examine the
health effects of aspartame on preg-
nant women and fetuses and whether
aspartame consumption can lower the
threshold for seizures. Another impor-
tant area for investigation is how
aspartame reacts to medicines particu-
larly MAQ inhibitors which are used
in the treatment of depression. dopa
used in the treatment of Parkinson's
disease, and aldomet used in the treat-
ment of hypertension.

Under the bill, there will be 3 mora-
torium imposed on new uses of aspar-
tame in foods and drugs pending the
completion of independent test or for
the period of 1 year—whichever comes
sooner.

These are credible questions which
have been raised by eminent scientists,
regarding aspartame.

Dr. Richard Wurtman of MIT has
examined questions relating to aspar-
tame’s effect on brain chemistry, Dr.
William Pardridge of UCLA has ex-
pressed his concerns about fetal IQ,
Dr. Elsas of Emory University has’
warned us about groups in the popula-
tion at high risk from large concentra-
tions of phenylalanine in the blood.
Dr. Matalon at the University of Illi-
nois is particularly concerned about
individuals who are genetically suscep-
tible to phenylalanine—PKU carri-
ers—and who may be a sizable risk
group as far as aspartame is con-
cerned. Nearly 5 million Americans are
PKU carriers.

Two researchers in Philadelphia,
Profs. Gautieri and Mahalik, have
done studies on mice which show that
aspartame affected the vision of new-
born mice whose mothers had been ex-
posed to the chemical sweetner.

Mr. President, I ask unanimous con-
sent that reports and statements con-
cerning these scientists be placed in
the Recorp following my statement.

The PRESIDING OFFICER. With-
out objection, it is so ordered.

Mr. METZENBAUM. Mr. President,
one final point concerning tests. The
Journal of the American Medical Asso-
ciation recently published a report on
aspartame which, with some signifi-
cant disclaimers, stated it was safe for
most people. I wish that this report
could ease my concerns. It does not. It
merely restates the FDA position
which relies solely on the tests con-
ducted by G.D. Searle. As I have indi-
cated, these tests are under a cloud. In
addition, the concerns raised recently
by the scientists I mentioned above
were not even considered in the
report.

Mr. President, the FDA is content to
have the manufacturer of aspartame,
G.D. Searle, conduct these studies.
How absurd. We do not need the
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people who are making millions of dol-
lars on aspartame telling us it’s safe.

Has the ¥DA forgotten that in 1977
it sought to have a grand jury investi-
gation into allegations that Searle con-
ducted fraudulent tests on aspartame?
Doesn't anyone in the agency know
they are presently considering pros-
ecuting that company for withholding
information on adverse effects from
another one of their drugs, Theo-24?

It is a sad fact that the current FDA
is 2 mere shadow of what that agency
used to be. Now it is more of & hand-
maiden to the food and chemical in-
dustry than it is a defender of the
health and safety of American con-
sumers.

In addition to mandating independ-
ent tests, my bill will require labeling
which will inform consumers how
much aspartame they are ingesting.
This information is important not
only for consumers who wish to regu-
late their intake of aspartame but also
for physicians who may be treating in-
dividuals who feel they have experi-
enced side effects. Such side effects
are likely to be dose related and the
physician will want to know how much
aspartame has been consumed. In ad-
dition, consumers have a basic right to
know the makeup of the foods which
they consume.

The label will also contain the maxi-
mum allowable daily intake estab-
lished by the FDA. How many con-
sumers even know that the FDA has
attached such a limit to aspartame
consumption? The current ADI is 50
mg per kg. of body weight. It was
originally 20 mg/kg. However, in 1983
the FDA decided to ignore its standard
100-fold safety factor by more than
doubling the maximum allowable daily
intake. Why did they decide to make
an exception for aspartame? In 1983,
they approved aspartame for soft
drinks, so they decided to increase the
limit knowing consumption was bound
to increase. The justification the FDA
used for violating its standard 100-fold
safety factor was that the tests
showed it was safe at the new levels of
consumption. And guess who was re-
sponsible for all the tests—@G.D. Searle
Co., of course.

I intend to fully investigate the
manner in which the FDA altered its
safety standard for this product. In
the meantime, consumers have a right
to know at least that some such stand-
ard exists. Sure, if you weigh 130
pounds you would have to drink 4to 5
liters of diet soft drink to hit the limit.
But if you are a child who weighs 30
pounds, you hit that limit with 3 to 4
cans of diet soft drink. That's even
without the gum, pudding, breakfast
cereal—all sweetened with aspartame.

Under this bill, the Secretary will be
responsible for deciding how best to
express the ADI on the label so con-
samers can understand what it means.
For example, on diet soft drinks the
label might read: “Maximum Allow-
able Daily Intake: 3 cans per 25 ibs. of
body weight.” There may be better
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ways to express this concept. The See-
retary can work on that but consum-
ers have a right to this information
particularly since the advertising for
this product has left the impression
that everyone in the population, in-
cluding children, can consume as
much as they want of this chemical
sweetener and still remain within the
standard FDA recommended range of
a 100-fold safety factor.

My bill designates one other labeling
requirement. The label will advise that
aspartame is not intended for infant
feeding.

Mr. President, I would like to guote
from an ¥FDA document dated Febru-
ary 28, 1980:

Nevertheless. in consideration of the
remote possibility that a parent might use
aspartame 8s 3 non-sugar sweetener in the
infant formula or food, there may be some
merit in the inclusion of a statement on the
label to the effect that aspartame-contain-
ing foods are not intended for use in infant
feeding. Such labeling may provide added
assurance that aspartame will not be fed to
infants.

Did the FDA ever follow up on this
recommendation? Of course not. Too
troublesome for industry. How remote
is the possibility that a parent will
give nutrasweet to a child? A little diet
coke in 3 bottle? Some pudding? A
little kool-aid? Maybe some cereal?

This bill ensures that parents will
know that aspartame-containing foods
are not intended for infant feeding.

Finally, Mr. President, my bill will
establish a Clinical Adverse Reaction
Committee within the FDA. Consum-
ers who feel they have experienced
side effects from aspartame should
have the right to have their complaint
investigated.

The FDA claims such complaints
have declined to almost zero. Isn't
that interesting. What the FDA
doesn't tell us is that since February
of 1984, G.D. Searle has not forwarded
any complaints they have received to
the FDA. In addition, we learn that
the FDA informed its regional office
to forward only “serious complaints,”
IEA complaint sever enough to require
the attention of a physician. And did
the FDA notify physicians that they
were interested in collecting and ana-
lyzing reports of adverse reactions to
aspartame? Absolutely not. So how are
physicians to know they should even
be notifying the FDA of such reports?
The only notification physicians
around the country have received is a
medical bulletin from G.D. Searle
quoting the FDA that aspartame is
completely safe.

Now, however, the FDA has in-
formed myself and Senator HEinz that
they are considering establishing a
Clinical Adverse Reaction Committee
to collect and evaluate reports of side
effects.

This bill makes it easy for the FDA.
It mandates the FDA to collect and
study reports of side effects and to
alert physicians around the country
that they are interested in knowing
about such reactions.
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Only then can we get an accurate
picture of the problem.

Mr. President, 1 said at the outset
this bill represents a minimum re-
sponse to the gquestions whieh sur-
round a response to the FDA which re-
cently sent me a letter rejecting pro-
posals for labeling and informing me
that G.D. Searle's tests are insuffi-
cient to settle the questiotis raised.

To put it mildly, that response was
totally unsatisfactory. We have an
agency desperately attempting to ex-
plain away its unwillingness to protect
the safety of American consumnrers.
Clearly, at today’s FDA politics and
ideology come before the public
health.

I know there are career FDA person-
nel who are committed to doing & good
job. They, are trying to be honest ang
professional. Their task is becoming
impossible under the weight of leader-
ship which has raised peltical inter-
ference to an art form. On the issue of
aspartame, as on the issue of food dyes’
and infant formula, there are those off
us in Congress who will not rest il
this agency meets its responsibilities
to the American consumer. That, I can
promise. Coe

Mr. President, I ask unanimous con-
sent that the text of the Dbill, the
letter, and scientific studies mentioned
during my remarks, and other sup-
porting materials be printed in -the
RECORD.

There being no objection, the mate-
rial was ordered to be printed in the
REcorp, as follows: o

S. 1557

Be il enacled by the Senate and House of
Representatives aof the United States of
America in Congress assembled, That this
Act may be cited as the “Aspartame Safety
Act of 1985,

LABELING REQUIREMENTS

Sec. 2. (a) Section 403 of the Federal
Food, Drug, and Cosmetic Act is amended
by adding at the end thereof the following .
new paragraph: N

“(qx(1) If it contains aspartame, unless its
label and labeling—

“(A) specify the total number of milli-
grams of aspartame contained in each serv-
mng;

“(B) specify the allowable daily intake of
aspartame (in milligrams)} for each kilogram
of human body weight, as established by the
Secretary; and

“(C) bear the following statement: ‘Tais
PRODUCT CONTAINS ASPARTAME, WHICH IS ROT
INTENDED FOR USE IN INFANT FEEDING' "

“(2) The Secretary shall by regulation re-
quire that the information required by sub-
paragraph (1)}(B) to be specified on the label
and labeling of any food containing aspar-
tame be included on such label and labeling
in 2 manner which is the most useful to in-
dividuals who consume such food.

“(3) The statement required by subpars-
graph (1)(C) shall be located in a conspicu-
ous place on the label and labeling of each
food containing aspartame as proximate as
possible to the name of such food and shall
appear in conspicuous and legible type in
contrast by typography, layout, and colox
with other printed matter on such label and
labeling.”.




