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Letter to Congressional Leaders Transmitting Line Item Vetoes of the
Agriculture, Rural Development, Food and Drug Administration, and
Related Agencies Appropriations Act, 1998

November 20, 1997

Dear Mr. Speaker: (Dear Mr. President:)

In accordance with the Line Item Veto Act,
I hereby cancel the dollar amounts of discre-
tionary budget authority, as specified in the at-
tached reports, contained in the “Agriculture,
Rural Development, Food and Drug Administra-
tion, and Related Agencies Appropriations Act,
1998~ (H.R. 2160). I have determined that the
cancellation of these amounts will reduce the
Federal budget deficit, will not impair any es-
sential Government functions, and will not harm
the national interest. This letter, together with
its attachments, constitutes a special message

under section 1022 of the Congressional Budget
and Impoundment Control Act of 1974, as
amended.

Sincerely,

WILLIAM |. CLINTON

NoOTE: Identical letters were sent to Newt Ging-
rich, Speaker of the House of Representatives,
and Albert Gore, Jr., President of the Senate. H.R.
2160, approved November 18, was assigned Pub-
lic Law No. 105-86. The reports detailing the can-
cellations were published in the Federal Register
on November 24.

Remarks on Signing the Food and Drug Administration Modernization Act

of 1997
November 21, 1997

Thank you very much. After Secretary Shalala
made you all laugh, she reminded me that she
has to go catch a plane. She’s going on a trip
to Asia, and she’s winding up in Bhutan. She
said, “You know, some people think Bhutan is
the most beautiful place in the world. And the
King is there, and he’s got four wives, and
theyre all sisters.” And she said, “I wonder if
he’d like four and a half.” [Laughter] 1 thought
the private joke was even better than the public
one, so I thought I'd give credit.

Let me, first of all, thank the Vice President
and his reinventing Government staff for the
work that they have done on the FDA, and
Secretary Shalala and all the people at HHS,
and Sally Katzen and the people at OMB and
folks in the White House, the industry leaders
who are here. But let me especially thank the
Members of Congress, all those who are here
and at least two who are not, Congressman Bli-
ley and Congressman Dingell, for the work
that—this really astonishing work. It was a 2-
year process. This bill passed by a voice vote
in both Houses. And yet it is a very significant
overhaul in the work of the Food and Drug
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Administration. It also, it seems to me, is sym-
bolic of what we should be doing as a country.

The FDA, which was created under Theodore
Roosevelt, as the Vice President said, is really,
I think, one of the signal achievements of the
Progressive Era. Why was it necessary? Because
more and more people were moving from the
farm to the city and making a living in factories,
and instead of consuming the food that they
raised on their own farms, they had to go down
and buy the food from somebody else. And
more and more people had access to doctors,
and doctors had access to medicine that was
being discovered that they couldn’t know every-
thing about. So somebody needed to say, “Hey,
this medicine is okay. We've tested it. It's okay.
You can give it to your patients in Iowa or
Oregon or Arizona or Alabama.”

And so a whole new world of possibility
opened when people could move from farm to
factory and when people could have access to
a doctor when they couldn’t see one before.
But there needed to be someone who said,
here’s the public interest in trying to make sure
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the food is safe and the drugs are safe and
they do what they’re supposed to do.

And it's worked stunningly well, really.
Throughout the entire industrial era of the 20th
century, our country has continued to see its
life expectancy increase and its economy grow
and diversify. But when I was out there—the
Vice President is right—I brought this up in
our transition back in "92, because when I went
across the country in 1992, everywhere I went
people were complaining, on the one hand, that
they were beginning to be concerned about
some food safety issues and, on the other hand,
that the health and welfare of the American
people was actually being undermined by a sys-
tem in the FDA that, at least the people who
were involved in it thought, was too slow and
somewhat arbitrary and not giving the American
people the drug approvals and the medical de-
vice approvals in a timely fashion.

So we set to work on it, and we found there
was an enormous amount of interest in the Con-
gress. The Vice President’s right, the FDA de-
serves, I think, a great deal of credit for the
internal changes that have been made, that have
been recognized, and particularly on the drug
approvals, the speed of them. But this legisla-
tion, I think, is very, very important.

And again I say, it is also symbolic of a larger
mission we should be about. We're maintaining
and redefining the public interest at a time
when there are new challenges to food safety,
which we've tried to meet, partly in the Depart-
ment of Agriculture and partly with some impor-
tant bipartisan legislation the Congress passed
about a year ago, and when we have new possi-
bilities in both medicine and medical devices.
And what we want to do is get those to people
as quickly as possible and still protect the public
interest. And we know now we have new options
for that because of the change, again, in the
underlying nature of the society, moving from
the industrial age to a technology/computer in-
formation dominated age in which we have a
lot more opportunities to do things that will
speed this approval process. And on the other
hand, in the food area, we know because we’ve
now gone from seeing people get their food
from their neighbors who were farmers while
they lived in the cities, that food has become
more and more and more an international com-
modity and we have an even higher responsi-
bility, not only through the FDA but generally

through the Government, to secure the safety
of our food supply.

So I think the changes we are making are
very important not only on their own merits
but because what you have done is a model
for what America has to do in area after area
after area: clearly define the public interest and
then change the way we pursue it, consistent
with the tools and the responsibilities and the
opportunities available in this time. And all of
you should be very, very proud of that.

Let me say that, as everybody knows, this
bill is the product of 3 years of hard work that
involves all the people I have already mentioned.
I just think it's worth pointing out that at the
beginning of the process, the sides stood worlds
apart. I think that is an understatement. [Laugh-
ter] And the fact that there was a process by
which you could think through differences and
build a true consensus that is bipartisan and
involves all the stakeholders, resulting in a bill—
if somebody told me 2 years ago, “Two years
from now youlll be standing over at the Old
EOB and youll be about to sign a bill that
passed the Congress by a voice vote, and it
will have more than two words in it, so it won’t
be an empty bill; it will, in fact, be a sweeping
reform of FDA,” I would have taken odds
against that. And I think you should all be very,
very proud of yourselves.

Let me just highlight a few of the bill's provi-
sions. First, we continue working with the busi-
ness community to get more drugs approved
faster. We've reauthorized the Prescription Drug
User Fee Act for 5 more years. It ensures that
the cost of reviewing and approving drugs is
shared between industry and Government. Since
1992, these additional revenues have helped
FDA hire some 600 more employees, cutting
drug approval time in half already, and we want
to do better.

Second, the bill writes into law many of the
reinventing Government measures introduced by
FDA a few years ago, reducing the requirements
and simplifying the review process for new drugs
and medical devices without compromising safe-
ty. And I congratulate the Vice President for
all his work particularly on this effort.

Third, we will offer new hope to critically
ill Americans by expanding access to drugs and
therapies whose FDA approvals are still pend-
ing. Anybody who’s ever had a family in this
situation knows what an important part of the
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legislation this is. We know that for many pa-
tients, experimental treatments represent their
best, perhaps their only, chance for recovery.
That’s why this bill writes into law current FDA
policies that allow doctors and patients to use
new drugs before they are formally approved.
Already, thousands of AIDS, cancer, and Alz-
heimer’s patients have found new hope, even
new life, with these experimental therapies. We
will also expand the database on clinical trials
of drugs that fight serious illnesses so that pa-
tients can keep track of their progress.

It’s been said that while the century we are
about to leave has been an age of physics, the
21st century will be an age of biology, perhaps
yielding cures to diseases we thought incurable.
We are already witnessing the medical possibili-
ties of the future, as the Vice President said.
This fall alone, the FDA has approved new
drugs and treatments for everything from HIV

to breast cancer, cardiovascular disease to cystic
fibrosis, Parkinson’s to epilepsy.

The FDA has served America well. Today,
with the bill I'm about to sign into law, we
can ensure that it will serve America well into
the 21st century and, I hope, serve as a model
again for how we can maintain our goals of
pursuing the public interest and adjust our
means to the possibilities and the challenges of
a dramatically new era. The FDA has always
set the gold standard for consumer safety. Today
it wins a gold medal for leading the way into
the future. And thank you all.

I'd like to ask the Congressmen now to join
me up here so we can sign the bill.

Thank you.

NOTE: The President spoke at 9:50 a.m. in Room
450 of the Old Executive Office Building. S. 830,
approved November 21, was assigned Public Law
No. 105-115.

Statement on Signing the Food and Drug Administration Modernization

Act of 1997
November 21, 1997

I am pleased to sign into law S. 830, the
“Food and Drug Administration Modernization
Act of 1997.” This bipartisan legislation cul-
minates several years of work by my Administra-
tion and the Congress on steps to streamline
and rationalize the process by which the Food
and Drug Administration (FDA) approves new
drugs and medical devices, while ensuring that
these products, on which the American people
rely, are safe and effective. The Act represents
the most comprehensive reform of our Nation’s
drug, medical device, and food laws in decades.
I believe that it is a good compromise on a
difficult set of issues and am pleased that the
Congress and my Administration were able to
work through these issues and enact a bipartisan
bill. Most importantly, I am pleased that S. 830
addresses my key concern that any FDA legisla-
tion maintain our high standards to protect the
American people from dangerous drugs, devices,
and foods.

This legislation will extend through Fiscal
Year 2002, the Prescription Drug User Fee Act,
which requires drug companies to help under-
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write the cost of FDA reviews of their products’
safety and efficacy. This measure has enabled
the FDA to eliminate backlogs and significantly
shorten the review time of new human drug
applications without compromising quality stand-
ards. Supported by the drug industry, the Pre-
scription Drug User Fee Act illustrates the true
benefits of a public-private partnership.

Certainly, FDA reform did not start with this
bill. The Vice President has been working on
reforming and reinventing the FDA since 1993.
This bill codifies many of the reforms proposed
by the Vice President’s Reinventing Government
Initiative. For example, it modernizes the regu-
lations of biological products, eliminates the
batch certification and monograph requirements
for insulin and antibiotics, and streamlines the
approval process for drug manufacturing
changes. This Act also codifies reforms proposed
by the FDA’s Center for Devices and Radio-
logical Health that will significantly improve
both the rigor and timeliness of its premarket
review of medical devices.
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