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U.S. Senator
BobDole =

(R.—Kans.). New Senate Office Building, Washington, D.C. 20510 (202) 225-6521

REVARKS OF SENATOR :B0B DILE

DRUG AiD CHEIIICAL ASSOCIATION DIMIER
tlaldorf Astoria = ,

' ilew York -
THURSDAY, MARCH G, 1973

Dur?ng the past two to three years, I and-many of my colleagues dotected a
very noticeable shift in the character of- the constituent inquiries we were
receivinag. - -

The shift has become a trend and the trond shbws hromisa of solidifyina into
a routine, $7 apok] dapl e :

‘ We are getting many, many more letters that star:, "I have never written. a
icmber of Congrass before, but . . .", and many of thesd -- many more than in the
past ara coming from businessmen. . LA, .

) Since from timé-to-time, I have urqéd:thét the bu%iness community increase
its involvement with gjovernment, you might think that this trend is a welcome one.

FRUSTRATION IVER SROWTH OF CONTROL

But, the period 1971 to 1973 saw this country's first experiment with
peace-time wage and price controls. Frustration.by members: of the business
community was widespread and understandable and it was frustration, in most cases,
that promptad the influx of letters.

The reaction to wage and:price controls, for example, did nrompt a orcater
involvement with government by the business community, but not the kind of
greater involvement I have been urging. :

To cite another; contemporary cxample, onz of my constituents said reéent]y'
that tha only way he would welcome an OSHA inspector onhis nroperty would bz
with the businass end of his shotqun.

That's not what I mecan by greater involvement wifﬁ governmant either,

CHOICE JFFERED

One thing characterizes both responses. It's a question of timing. both
are too little, too late, unless you and your colleasues in business are content
with baing reduced to the status of a negative, objacting and ineff:ctual
minority. but I don't think you are, certainly, you shouldn't be. '

The alternatives may not be easy, but thaey can be simply stated. Either vou
can continue voicing objections to what has already been done, giving reasons why -
it isn't working and worrying about the future, or you can step in "ahcad of the
curve," voice your objections to what might be done, give your reasons why it won't
work -- and change the future. vis

CHANGING PUBLIC :103D

The mistake some of us have made is, in a sens2, over-reacting to the future.
It is easier to anticipate some kind of direct assault on the free. enternrise
system, gear ourselves up for some imagined future battle royal, nerhans over
nationalization of one industry or another, and then sit back and wait.
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But nationalization isn't very likely. It is just the kind of overt, direct
act against our free enterprise tradition that might be casicst to defond against.
It is the least Tikely ontion to materialize.

Rather, the rights and rosponsibilities -- the freedom of managerial action --
by the business sector may be nibbled to Jcath by regulations. Each new regulatory
restriction may be minor and tolerable ehough in its own right, but one day, the
total may oxceed the sum of its parts -- total managemont by government and total
helplessness for you.

It wasn't so long ago, really, that Calvin Coolidge, speaking the common
wisdom of his time, announced that "The business of America is business.”

That common wisdom has changed. Business %s still important, but today's
coggensus seems to hold that it is too important to be left to the businessman.

REGULATION OF BUSIIIESS

Some see the change in public attitude and expoct it to lead to nationalization.
I do not. llore likely, without action to changé -the prosent mood, a socicty so
inclined as ours will tond instead to support its government's increasing resort
to regulation.

Regulation -- always well-intendad, always pursued in the public interest --
nonctheless is often counterproductive, inefficient, anti-competitive, costly and
arbitrary.

Government regulation of drugs, for example, is well-intended, and a certain
amount of regulation is necessary. The process of requlation, sometimes, can be
questionad. The government says, let us protect the consumer from the hazard, the
axpense, .the human suffering of untosted drugs. -Government says, let there be
admlnistrative processes to certify new drugs before thoy are available on the
market.

It is aven attempting to expand the very definition of a "drug" by seeking to
include vitamins and food supplements. The Supreme Court indicates it may indeed
have that authority under the law. But that isn't the question. The question is,
should the law ba -changed? - 4

In a related matter, HEW is now saying -- with the recently proposed
"Maximum Allowable Cost" regulations for lledicare and lledicaid prescriptions --
that we are paying Too much for drugs; that we need to phasc-out brand names and
go to dispensing “therapeutic equivalent" gencric substitutes. This is necessary,
it maintains, to prepare for the advent of llational Health Insurance -- when a
cost-conscious reimbursement system will be cssential to keep prescription drug
benefits from becoming prohibitively axpensiva.

While I'm certainly not opposad to the basic consumer principle of "paying
less for the same thing," I think there may be some important considerations
being overlookad in this particular action. The idea of "cheap drugs,” for
example, is not new, and we have any number of fly-by-night companies already in
ex;stenge who send out their cataloques advertising "cost-for-less” nrescription
medications. '

So the question is, will the burcaucratic "drug cxperts" who establish the
daximum Allowable Cost 1ist be infallible in their detorminations of notency and
biological equivalence, and will aven the FDA have tha capacity to ride herd
on all the supposed "chemically identical drugs™ being manufacturad?

This T2ads to the other major problem of the actual "savings" to be realized - -
in thiswhole effort.  For, if estimates prove valid, that it will cost 5275 million -
annually to administer and enforce (through institutional audits) this program --
in an effort to save 389 million -- onc must certainly take issuc with the
practicality of it all. : 3

But I stress again that unless the public -- through your urging -- tells
it otherwise, this is going to be yet another instance in which the government
will regulate; then look at what it has done, and say, "It is good."' - -

L
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But it may not be so good -~ at lecast all good -- as you very well know.
According to some studies I have seen, during the certification process, just
to cite an example, for every one person who escapes unexpected side effects
of a new drug, there may be another who escapes getting cured by it. And
estimates are that thie consumer ends up paying an extra 207 to 300 million
dollars because of the delay.

Complex Considerations

The trade-off is there. Delay for the sake of safety versus earlier
marketing for the sake of cure -- and lower costs.

I an not taking up with the critics of the Food and Drug Administration.
I don't prejudge their decisions. Just as I don't prejudge the decisions of
the Environmental Protection Agency when it bans the use of DDT. You know far
better than I the arguments for and against delay in certification of drugs.
You know far better than I the arguments for and acainst the use of DOT.

Debate Dominated

dut the public doesn't. And, azain, that's my point. The public knows
the regqulators'side of the argument only. llot yours. And so the public is on
the side of more regulations, not less. _

And much more reaulation than we have now could make our supposed worst
case -- nationalization -- Took gocd by comparison.

he FDA and EPA alrcady have the power to decide iow you make your product.
EPA can dacide where you maka your product. The Labor Department can tell you
who will make your product and how much you have to pay them. OSHA can tell
you what the people you hire will wear when they make your product. The FTC
will tell you what to say when you advertise your product. And, on top of all
that, the Price Commission, for two and a half years, told you what you could
charge when you sold your product. _ -

It was only then that I started getting the letters.

Why not before?

With a history of so much government intervention in your operations, it
should not have taken the fairly recent trauma of price controls to move the
business cormmunity to action.

In spite of all the restrictions placed on you bv government, you can sell
what you make. You have good products, good advertising, good marketing.

If you can sell your product, why can't you sell the system that makes
it possible for you to sell your product. I urge you to try.

On Guard Against Benefiéence

In theory, nationalization means government “ownership" of the means of
production. I repeat, I don't see that as a real threat -- not even with the
0il industry.

But, as a recent Industry Week article suogests, maybe the U. S. is
developing a new way to control Dusiness short of ownership. There are other
ways of exerting control over the means of production, and those are the threats
we ought to be worrying about. As the late Justice Brandeis said, "Experience
should teach us to be more on our guard to protect liberty when the Government's
purposes are beneficent.”

lho's In Charge?

In pursuit of various, very beneficent government purposes, more and more
of your managerial decisions are being made for you by people in government.
They are being made by people who, quite properly, couldn't care less about
your profit sheets. They are being made by agencies of government. And,
increasingly, more and more of the statutes under which these agencies operate
are being framed in a context which, less properly, is actually hostile to
your profit motive, and suspicious of your good faith.

There is occurring in a very rcal sense, a revolution. It's a revolution
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in public perceptions. And it has come without a significant shot being fired
by the other side.

And rest assured, in the minds of many, you in business today are the
"other side". ' oA

Norma11y, however, when there are two sides, they enter into debate. There
has been 1ittle meaningful dialogue yet on this whole question of what the appro-
priate limits and objectives of government regqulation might be.

The regulators have the rhetorical advantage. Though there may be some
substance to the view that regulatory asencies tend to become the captives of
those they regulate, it is still true that when there is a dispute, the
advantage is theirs, not yours. It is they who protect. It is they who con-
serve. It is they who are the "watchdogs” on suard against you who are pre-
sumably the predators. '

I believe that you ought not to hesitate to plunge into the debate.
Assert your own belief in the value of the marketplac2 as the ultimate
requlator. In the words of an Industry !leek magazine correspondent, "lle need
to spell out, in one syllable words, what free enterprise means, and what
benefits it can bring -- and to admit where it needs changes.”

I stress,we need to do that, you need to do that. Don't only defend free
enterprise, but admit where it needs changes and begin to make those changes
yourself -- or government will continue doing it for you.

Enterprise -~ Free or Sterile

In a recent article in Commentary macazine, Patrick iloynihan argues that
the United States must vigorously assert to the rest of the world our belief in
the principles which underlie our society. At present, in international dis-
course, ne suggests e are apologetic about our prosperity, defensive about our
principles. He is right. Ue are embarrassed to proclaim what we believe and
super-sensitive about the feelings of other nations. 'le allow others to deter-
mine what we should, and what we snall, do. !le present the image, inter-
nationally, of what ioynihan describes as a "sterile enterprise which awaits
total redefinition”.

I agree with him, as I agree when he says, "It is time ... that the
American spokesman came to be feared in international forums for the truths
he might tell.”

And, analogously, it is time, on the domestic scene, for the American
free enterprise spokesman to assert -- firmly and in one syllable words =- what
it is he believes. It is time for him to be feared in domestic circles "for
the truths he might tell".

Or else, it is time to recognize that American free enterprise has become
a "sterile enterprise” awaiting total redefinition be requlation.

I am not calling for massive resistance of any sort. I am suagesting that
you enter the dialogue about this country's future. It takes place avery day
in the 1iving rooms of America and the Halls of Conaress. So far, to much too
agreat an extent, the dialogue has gone on without your voice being heard.

And your failure to be heard can be noted in the public's attitude and in
the public's laws. -

Don*t Go Hal fway

In a recent study by former Assistant Treasury Secretary, Murray Weiden-
baum, for Washington's American Enterprise Institute, there is a 1ist of 29
major pieces of legislation passed since 1962, which extend government regulation
of business. These include the Food and Drug Amendments of 1362, the Clean
Air Act Amendments of 1970, the Consumer Product Safety Act, to name a few.
The study doesn't include any instances where regulation has been diminished
over the period, by the way.

But amona other things, 1t cites numerous examples of inefficiencies in
the organization of governmental regulatory efforts. !leidenbaum cites as an
example that there is a "division of autihority for pollution control of the
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Hudson River between the State authorities of New York and lew Jersey. Each
has jurisdiction from its own shore to the middle of the river."

Government regulation of private industry is here to stay. I believe it
can be useful and positive and I am sure you agree. But it won't work if
business acquiesces in self-defeating aqreement to let government take its
half of the river. Inevitably, what government does on its side, no matter
what you do on yours, will either pollute your side, or clean you out altogether.

ily message, I hope, is clear. Your side, "the other side”, is not being
heard. The way to make sure your voice is heard is to work, individually through
your own companies and collectively through this Association to take your point
of view to the public and to the Congress.

You have a contribution to make to the dialogue about the diraction this
country is taking. You have, in dafense of the free enterprise ethic, your-
selves to defend.

And, it is my belief that if you defend that system -- the free enterprise
system, which has given the people of this country a freer and more prosperous
1ife than any other -- then you will have much that is true to bulwark that
defense.

And it is time for an unhesitating free enterprise spokesman to take active
part in the domestic policy forums of America and "to begin to be feared for the
truths he might tell”.

it #
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