December 16, 1971

CONGRESSIONAL RECORD — SENATE

SENATE—Thursday, December 16, 1971

The Senate met at 10 a.m. and was
called to order by the President pro
tempore (Mr. ELLENDER).

PRAYER

The Chaplain, the Reverend Edward
L. R. Elson, D.D., offered the following
prayer:

We thank Thee, O Lord, for the good
news that is sung out to us at this fes-
tival of the Divine Gift. We thank Thee
for the birth of Him who changed his-
tory into His story. May His light con-
tinue to guide us so that knowledge may
become wisdom, wisdom flower into ac-
tion, action ripen into understanding,
and understanding lead to peace. Then
shall the world know that the advent of
One so small is the advent of much for
all, May His peace be in our hearts and
a song of praise and thanksgiving on our
lips.

We pray in His holy name. Amen.

THE JOURNAL

Mr. MANSFIELD. Mr. President, I ask
unanimous consent that the reading of
the Journal of the proceedings of
Wednesday, December 15, 1971, be dis-
pensed with.

The PRESIDENT pro tempore. With-
out objection, it is so ordered.

ORDER FOR ADJOURNMENT TO
9 AM. TOMORROW

Mr, MANSFIELD, Mr, President, I ask
unanimous consent that, when the Sen-
ate completes its business today, it stand
in adjournment until 9 a.m. tomorrow.

The PRESIDENT pro tempore. With-
out objection, it is so ordered.

ORDER FOR CONSIDERATION OF
CLOTURE MOTION

Mr, MANSFIELD. Mr. President, I ask
unanimous consent that the 1 hour
under the rule pertaining to cloture be-
gin at 10 a.m. tomorrow.

The PRESIDENT pro tempore. With-
out objection, it is so ordered.

Mr. MANSFIELD. ™n other words, the
vote will occur on the cloture motion
shortly after 11 o’clock.

THE $149 BILLION QUESTION—WAS
IT WORTH IT?

Mr, MANSFIELD. Mr. President, I ask
unanimous consent to have printed in
the REcorD a special report, a reprint
from the Los Angeles Times of November
24, 1971, entitled “The $149 Billion Ques-
tion—Was It Worth It?” written by Rob-
ert C. Toth.

There being no objection, the article
was ordered to be printed in the Recorp,
as follows:

[Reprinted from the Los Angeles Times,

Nov. 24, 1971]
THE $149 BILLION QUESTION—
Was It WortH IT?
(By Robert C. Toth)

WasHINGTON.—A nation has *“no per-
manent friends or permanent snemies,” g
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British statesman once remarked, “only per-
manent interests.”

When the Senate Oct. 29 killed temporari-
1y a foreign aid bill, it was basically de-
manding a simllarly hard-nosed attitude by
the Nixon Administration toward a very
costly program which has been “a basic in-
strument of U.S. forelgn policy” for a gen-
eration,

What permanent interest of the United
States has been served by spreading $149
billion worth of guns and economic help
around the world over 25 years?

What reason is there for the United States
to keep 1t up, either at the present re-
quested rate—5.1 billion a year in the for-
mal aid “package” (including $3.5 billion in
the bill killed by the Senate) or at $93.5
billion all told when every spigot is count-
ed—or at any other level?

CRITICIZED AS “HANDOUT"

Implacable foes of the program say “none."
Conservatives llke Rep. H. R. Gross (R-Iowa)
call it the “forelgn handout program.” In
Congress almost since ald began, Gross re-
cently challenged anyone to prove he even
once voted for “this giveaway.” All justifica-
tlons are, to him, one big “snow job.”

Even liberals like Sen. J. Willlam Ful-
bright (D-Ark.) and economist-author-
diplomat John Eenneth Galbralth, however,
now blast forelgn ald as dollar-diplomacy,
a grab bag, a tool of the cold war and a
form of imperialism. The ald program, sald
Galbraith, is “the disaster area” of American
foreign policy.

Ald is certainly a grab bag. It is guns and
money, and money to use the guns as well
as money to improve the economies of poor-
er natlons. It also includes humanitarian
aid to refugees and the like.

Giveaway it is not, at least not exactly.
Two-thirds of the $149 billion was given
away as “grants,” but the rest was lent.
About $21 billion has been repald on the
prinecipal or as interest on the loans.

Even the grants were not simply dollar
handouts. Most were spent in the United
States. The taxpayer footed the bill, but the
money employed Americans,

EXAMPLES

Arms, worth $41.7 billion. All were US.
made. Whatever the morallty of being the
world’'s leading “merchant of death,” the
10% of the total that was sold (on easy
credit) did help the U.S. balance of payments
and did partially subsidize the domestic arms
makers.

Food for Peace, worth $19.7 billion. All was
grown here and most was surplus which, if
sold cheaply abroad, would have created
chaos on world markets.

Economie aid (excluding food, but includ-
ing funds that support military efforts, as in
Vietnam), worth $88 billlon. It was very
largely spent in the United States for goods
and services, This year the U.S. Agency for
International Development (AID) spent $1.66
billion, over 80% at home. American business
gets almost a §1 billlon a year; American
labor gets jobs from the program.

Reasons for spending it in the first place
are as numerous as the many parts of the
program. But several grand rationales have
been offered in the past; peace and stability
in the world, and a better life for poor people
in that world.

These generalizations are somewhat better
focused now. Earller this year President
Nixon said his foreign aid bill had three
alms:

“To strengthen the defense capabilities
and economies of our friends and allles . . .;
to assist the lower income countries in their
efforts to achieve economic and soclal devel-
opment , ., ., and to provide humanitarian

assistance to countries struck by natural
disasters and political upheaval.”

But conservatives who had voted primarily
for arms aid, and liberals who had preferred
economic aid, combined in October to vote
against all of it. The old reasons, despite the
new cosmetics, have lost much of their force
over the years.

Communism is seen as a less contagious
disease than when aid began. Forward mili-
tary bases are less valuable in a world ef
nuclear-tipped intercontinental missiles. Mil-
itary pacts with small countries seem more
trouble than they are worth. Hunger and dis-
content at home cry for priority over hunger
and distress abroad.

GOALS ARE CONTRADICTORY

Furthermore, contradictions are recognized
in the goals of foreign ald. Military assistance
tends to perpetuate the status quo, economic
aid to change it. Arms to Greece kept out
communism but facilitated the military coup
against a democratic government. Economic
assistance raises living standards but also
stimulates the appetite for more, and faster,
* * * which is destabilizing.

Industrializing a poor country does create
a greater market for U.S. goods. It also creates
greater competition against U.S. goods, both
in world and in American markets.

South EKorea, which a U.S. senator in the
early 1960s wrote off as "a hopeless, bottom-
less pit for aid,” recelved $5 billion before
graduating last year out of the program. It
exported virtually nothing to the United
States In 1963: now it sends $473 million
a year, including textiles that apparently
threaten U.S. jobs.

Western Europe was rebuilt with U.S. aid
with similar results. But there, U.S. private
money took up after government aid stopped.
Now, over $20 billion is invested by Ameri-
cans in Europe, earning over $2 billion an-
nually. More than half the profits are brought
back.

EUROPEANS CRITICIZE IT

Europeans do not like it. Some now see
Marshall plan aid as malignant, rather than
pure altruism by the United States because
it promoted American hegemony in Euro-
pean industry. Liberals here like Sen.
Frank Church (D-Idaho) see parallel devel-
opments in poor nations.

“Our foreign aid program,” Church
charged, “has become a spreading money
tree under which the biggest American busi-
nesses find shelter when they invest abroad.”
This is done by U.S. ald that props up con-
servative, even totalitarlan regimes recep-
tive to private U.S. Investment, and more
recently, through U.S. government guaran-
tees against takeover of U.S. businesses In
poorer nations.

Running through all the criticlsms of for-
eign ald is a strong thread of frustration.
Expectations for the program have always
been too great, however, and usually too
simple. Not .only was unalloyed good an-
ticipated, but also everlasting gratitude.

‘Washington warned In his farewell address
that “There can be no greater error than to
expect or calculate upon real favor from
natlon to nation.” Yet senators, in defeating
the aid bill, noted that 46 aid-receiving na-
tions were among the T4 that voted against
the United States on the China issue in the
United Natlons a few days earller.

Ald is also saddled with the image of an
error-prone, bumbling operation. *Horror
stories,” as AID officials call them, have ac-
cumulated and stick better than success
stories. Examples:

The beautlifully equipped operating room
in a rural hospital in Thailand with no sur-
geons to use it.

The softwood mill in Iran supplied with
hardwood cutting equipment.

The bags of U.S. grain and tractors in
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India stenciled with the hammer and
sickle.

The aid mission in Laos that was a cover
for Central Intelligence Agency ‘‘rural de-
velopment specialists.” Communist propa-
gandists used the fact widely to make AID
missions elsewhere suspect.

The widespread profiteering in Vietnam
acknowledged and even accepted as just a
sordid fact of war.

“UGLY AMERICAN" INCIDENTS

Nor are the inept “ugly American” inci-
dents past. Some recent ones are recounted
below. But just as “hard cases make bad
law,” generalizing from fallures would lead
to stopping aid immediately.

That would be a popular decision, for
beyond the gunmakers and the missionaries,
foreign ald has only a small hard-core con-
stituency in the United States.

“We should never have built that dam.
Over $3256 million for it. And now we're suck-
ed in militarily and politically. It was our
worst blunder.”

Conventional sentiments, perhaps, but the
speaker was a Russian, not an American,
complaining about the Aswan Dam project in
Egypt. How typlcal the sentiment is among
Russians is not known, however, for as Times
correspondent Harry Trimborn cabled from
Moscow:

“The average Soviet citizen probably thinks
and cares little about the Eremlin’s foreign
ald program. There are no raging public
debates to stimulate his interest. None are
permitted. When the Eremlin decides on a
p there is nothing a citizen can say
or do that will alter the decision.”

If he knew, as the Russian who criticized
the aid to Egypt did, about Soviet aid pro-

, he would probably be as unhappy
about how his rubles are spent as his Ameri-
can counterpart. He might even be more un-
happy.

Since 1954 when the program began, Soviet
ald to third-world nations tops $15 billion
(excluding Communist Cuba). Roughly half
went in arms, the other half in economic
assistance. During the period, the Kremlin
has suffered major setbacks In some recipient
countries,

Billions of rubles were poured into Red
China (not included as third-world coun-
try), but they certainly did not buy the
allegience of Peking for long. U.S. disgruntle-
ment at the China vote in the United Na-
tions, as a matter of fact, has its Soviet re-
flection. Said a Soviet diplomat wryly: “We
have suffered a massive victory.”

BOVIET PROGRAM SETBACES

Soviet ald to Indonesia—about #750 mil-
lion—{failed to keep Sukarno in power. Al-
most $100 million to Ghana, sometimes pay-
ing for massive statutes to Ewame Nkrumah,
failed to prevent the overthrow of that flam-
boyant African. The $1.2 billion in economic
aid, another $2.7 billion military aid, to Egypt
has not prevented Cairo's rulers from tossing
a local Communist in jail, or worse. Moscow
clearly gives aid more for imperialistic than
ideological reasons.

Cuba has received a whopping $3 billion
from Moscow since 1980. This year it will
benefit from between $600 million and $750
million in economic help. That sum, in
perspective, rivals the total U.S. economic
aid to all Latin American recipients.
Eighteen natlons got $770 million from
Washington in 1971,

On a population basis, the Russians pro-
vided $70 for every Cuban, the United States
$4.50 for each citizen of the 18 nations.

Sovliet assistance has dropped off some-
what In recent years but China has begun
to enter the picture in & significant way.
The largest single aid project ever is a
Chinese-fund railroad being built through
Tanzania and Zambla in Africa. It is cost-
ing $400 million.

Fifteen wealthy non-Communist natlons—
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those in Western Europe plus Japan and
Australia—are increasingly aiding poor coun-
tries. They spent $3.8 billion for develop=
ment/assistance compared to the United
States $3.1 billion. These donor states got
$20.8 billion from the United States since
World War II; in the past decade they have
provided $24.7 billion to developing nations.

None of the contributions, however, ap-
proaches the ald target set by the United
Nations: 1% of each rich nation’s gross na-
tional product per year. France does the
most (.659% ). The United States provides
.31%, making it 12th on the donor list. In
1949, at the peak of the Marshall plan, the
United States provided almost 3% of its
GNP. (A qualification is that current U.S.
spending if all kinds of military and eco-
nomic aid are counted, is about 1%.)

The point, however, is that other nations
are following in the ground broken by the
United States. Apparently they see ald as
& way to promote their influence, exports
and investment even as the United States
wrestles with doubts.

HISTORY

American aid had its genesis in the Tru-
man Administration. Some claim it dates
further back—to the prewar “arsenal of
democracy” when U.S. destroyers sailed under
British flags and in Lend-Lease to Europe,
or to American contributions through the
U.N. Relief and Rehabilitation Administra-
tion to a Europe physically devastated by
World War II,

But the Truman Doctrine of 1947 was an
activist and even an interventionist policy
of containment that was laid down when
Britain admitted it was unable to stop Com-
munist subversion that threatened Greece
and Turkey.

In providing $837 million in two years to
those countries, the United States picked up
the role of world policeman which, arguably,
led finally and fatefully to Vietnam.

In 1949 came the Marshall Plan for Europe.
Almost £13.5 billion in economic ald and
another $1.5 billion in arms were provided
between 1949 and 1952.

The neat bookkeeping separation between
economic and military aid did not exist even
then, however, and the blurring of the two
bedevils “foreign aid” to this day.

“Economic ald” under the Marshall Plan
supported France's fight against insurgents
in Indochina, with U.S. approval, officials
now admit. The last year of Marshall aid, in
fact, was formally justified to Congress as
“defense support of the Korean war effort.”
With it, nations like Britain rebuilt its de-
fenses at home and contributed military
forces to Eorea.

Eisenhower era treaties

In the Eisenhower administration, aild
passed into a new phase—the mutual secu-
rity act perlod—as the U.S. defense um-
brella was spread, through treaties, to 42 na-
tilons on the periphery of China and the
Soviet Union.

The 1960s saw a greater sophistication in
defining what were the security interests of
the United States. Less emphasis was put on
formal alliances, more on counterinsurgency
efforts. More money went to economic aid.
Where 82 of every $4 of foreign aid went for
economic help in the 1950s, £3 of every $4
did in the 1960s.

The practice of labeling “economic’ much
of the ald that was militarily orlented, if not
clearly security money, makes specific figures
questionable.

“Economic supporting assistance,” for ex-
ample, backs military efforts approved by
the United States. It is the economic under-
pinning of a foreign nation, like Vietnam
or Eorea. At least $5.8 billion, or 13%, of
what was officially called economic ald in the
1960s was such assistance.

Furthermore, not all foreign aid is counted
in the “foreign aid package" sent to Congress.
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Officials privately admit that the Senate For-
elgn Relations Committee calculation is es-
sentially correct—that the Administration
really asked $9.5 billion for next year.

Many items go to boost the officlal figure.
The biggest is “military assistance, service
funded—§2.23 billion this year—in the Pen-
tagon’s budget. It pays for things like the
ammunition and food that Vietnamese sol-
diers may get from U.S. depots, for U.S. coun-
terinsurgency efforts in Laos, for the Eorean
soldiers who fought in Vietnam.

The $9.56 billlon figure may be too high,
nonetheless, but the “hidden funds” and
“gleight-of-hand” charges are essentially sup-
ported by the latest task force on foreign
aid, appointed by President Nixon and
chaired by Rudolph Peterson, president of
the Bank of America.

Its analysis of 1969 spending found that
$6.47 billion went for foreign aid in various
ways, not the official $5.08 billion figure.
Where the official statistics show $4 of every
$56 that year for economic assistance, the
Peterson group reported that more than $1
of every $2 (562%) went for “security pro-
grams.”

“Security” aid separated

The Administration accepted the Peterson
recommendation that “security” aid clearly
be separated from economic and humanitar-
ian ald in money bills, and that all security-
related items be contained in one measure
rather than spread widely. The House com-
plained there was too little time to conslder
this and lesser reform proposals and decided
to continue the old pattern for another year.
But the Senate rejected the House measure.

A final deceptive item in foreign ald is that
grants and loans are not precisely what the
words connote. Grants mean gifts. The trend
now is to phase out grants in favor of loans—
“Make them pay for it,” as officials say.

But loans also cost the United States
money. Only loans for military sales are at
interest rates that the U.S. treasury pays
for borrowing cash (currently 6.125% ). And
there are exceptions. Israel, for example, this
year got $500 million at 3%. Such “conces-
sionary” rates will be used more often, not
less, in the future, if the Administration gets
its way. It argues that “soft loans" are the
only way to wean nations away from grants,

And concessionary rates are always offered
with economie loans—usually 29 for 18
years, 39 for another 30 years.

ECONOMIC AID

The 85 poor nations of the world—of 131
in the United Nations—are presently over-
whelmed by $60 billion in foreign aid debts.

An early attempt to ease this problem was
to allow loans to be repaid in local currency
for U.S. food shipments. The United States
has had more than $2 billion In “soft money”
repaid, another $6 billion owed to it, accord-
ing to a House government operations sub-
committee. An estimated €2 billion has been
lost through inflation of such currencies
since 1954.

About 907% of it is slated for use by the
country, with American approval, for eco-
nomic programs. The rest can be spent only
in the country. But there is still s0 much
avallable that U.S. embassies and ATD mis-
sions may never use it all up. Its presence Is
a source of embarrassment and tempts its
ostentatious use. A $3 million AID staff house
for single person and childless couples has
been built in the New Delhi suburb of Great-
er Kelash, for example, with these funds. It
has three six-story buildings with fountains,
a swimming pool and other luxuries as plush
as the finest hotel in India.

BOWLING ALLEY PLANNED

A bowling alley is now to be added to its
features. Times correspondent Willlam Drum-
mond asked one AID administrator about
the plan:

“How much will it be? $25,000?" responded
the American. “What's $25,000? If you dis-
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tributed it to all the residents of Delhi, may-
be each person would get 5 cents.”

India has received the most U.S. economic
ald of any country—almost $10 billion—but
U.S. arms to Pakistan have partially canceled
out the friendship it earned. Moreover, AID
regulations force India, and others, to buy
American. This may be applauded in the
United States but it has required recipients
to pay as much as 309% more in AID funds
for the same equipment if bought on a free
market.

Nonetheless, Indla is viewed as an American
ald success story. It has finally become self-
sufficlent in food production, thanks to the
“green revolution.” Private U.S. scientists
made the research breakthrough in wheat
germ plasm but U.S. ald programs pushed it
intensively to fruition.

The “hardest nut” to crack in helping poor
nations has been to modernize its infrastruc-
ture to create the organizational, adminis-
trative and technical capacities to use the
assistance being offered.

Tunisia college problem

In Tunisia, which has received the most
U.S. economic ald of any African state, a
dam was constructed to enable poor farms
to produce more food than its owner con-
sumed and provide him with hard cash for
the first time. But the farmers were never
taught about rotating crops, which is nec-
essary In irrigation farming. So while the
dam is long finished, its potential has still
not been realized.

The United States put up an agricultural
college In Tunisia but it has not worked
well either, The French-oriented eculture in
the country frowns on any educated person,
even a university graduate trained In soil
and crops, from getting his hands dirty.

“You can say this has been a worldwide
problem for us,” an AID official in Washing-
ton sald.

“We made mistakes,” he added in a broader
vein, “but recognize that we were breaking
new ground. No nation tried it before in
history. Some fallures were inevitable, In
fact, If we'd had none, you could have
accused us of being too conservative.”

Some ways to stimulate social and econ-
omic progress have been successfully ex-
ported. In Latin America, the concept of a
saving and loan assoclation to pool resources
was unknown. A man had to save all the
money in advance before starting to build a
new house. Now such institutions are fast
rising as part of the Alliance for Progress
effort.

Rivals Marshall plan

The alliance, initiated by President Ken-
nedy, was to rival the Marshall Plan in size
and impact during the “decade of develop-
ment” just passed. Between 1862 and 1970,
the United States pumped an average of
$1.1 billlon a year into 18 Latin nations.
Some progress has been achleved but how
much because of U.S. ald is impossible to
determine statistically. The consensus, how-
ever, is that it failed.

“Almost from the outset,” Times corre-
spondent Fran Eent cabled, “the Latins
resented the ‘father knows best’ attitude
adopted by many of the Americans stafing
the sprawling AID missions. They built
roads, schools, houses and factories but they
often baffled the Latins.

“AID bullt the ‘Villa Kennedy,” a housing
project outside Rio de Janeiro that is vir-
tually abandoned and in neglect. It is much
t0o far from the jobs of those it was intended
to house. They can’t afford the bus fare.

“Nor has the alliance achieved its basic goal
of bringing representative government to the
Latin masses. On the contrary. Since it was
formed, the military has taken over in five
countries: Brazil, Argentina, Peru, Bolivia
and Panama. But this is not to say that the
military is necessarily worse than the ogli-
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garchies and fumbling constitutional govern-
ments that ruled before them.

Boaring birthrates was another fundamen.
tal problem. Most Latin nations must grow
at 3% a year just to keep pace with new
mouths, This was always recognized as a
major hurdle to economic improvement, but
under the Eisenhower administration, the
United States refused to support birth con-
trol programs. Even now U.S. support is done
quietly and usually through private founda-
tions.

Colombia is cited by AID officials as their
best success story on that continent. Its GNP
is rising and so is its income per head. Often
the GNP rise only trickles down slowly ' the
peasants, however. But through its program
in agriculture, education, urban and rural
development, food-for-peace and population
control, more than 25% of all Colombians
are directly and immediately affected by U.S.
aid.

Concentrating on economic sectors like
agriculture and education i1s a new trend in
AID programs, replacing the earlier empha-
sls on individual projects like dams, Another
trend is funneling more U.S. ald through
multilateral, international agencies like the
World Bank. A third is to look at the totality
of a nation’s economic situation—its poten-
tial to use the help as intended without
harming other sectors with high priority—
before providing the help.

Indonesia inflation cut

In Indonesia, a 10-nation Inter-Govern-
mental Group on Indonesia, i1s the vehicle
for U.S. ald. It provided the country with
$640 million this year, one-third from the
United States, one-third from Japan, and
the rest from the other eight nations., The
visibility of U.S. AID personnel has dropped
considerably. The United States does not risk
blame for national failures, as it once did
there. But credit is also spread when there
is success, as in the cut in Indonesia’s infia-
tion rate from 6359 five years ago to under
2% currently.

The mistakes, then, over the last genera-
tlon for ald may have been relatively few
and understandable, but they were eye-
catching and emotive while the successes
have been few, long-term and diffuse. Should
the United States have walted for more thor-
ough analyses of the problems before moving
in?

Perhaps. On the other hand, Robert E.
Asher of the Brookings Institution contends
that “learning by doing . . . 1s consistent
with the pragmatic, action-oriented tempera-
ment of this nation and with the exigencies
of the situation abroad." Learning-by-doing
means learning-by-error.

MILITARY ATD

Mistakes are not unknown in the military
ald program either, but they tend to be bet-
ter hidden. Military assistance statistics re-
main classified for some countries (like Paki-
stan from 1953-66), which is another reason
to suspect official totals of arms aild.

But where British imperialists once be-
lieved that “trade follows the flag,” the U.S.
Congress fears “men follow the money” when
the money is military ald. It happened in
Vietnam, it could happen in Cambodia.

The Administration insists it will not.
“Cambodia is the Nixon Doctrine in its purest
form,"” President Nixon said recently. Under
it, friendly nations will be provided the
means for defense, but not U.S. men to fight.
Vietnam, Mr. Nixon sald, was the antithesis
of his doctrine,

However, his policy will cost more foreign
ald money, not less, in the immediate future.
Cambodia got $8 million In 1970; $341 mil-
lion is asked for next year. South Korea's
ald doubled in one year, to $300 million in
1971, as U.S. forces were being cut back there.

Asla remains the focus of concern and
criticism of military aid because three-
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fourths of the current U.S. program—$1.5
billion—goes to four nations there: Vietnam,
Cambodia, Laos, and South Korea. But 38
other nations also share in the pie.
Sizty-eight nations got guns

At one time, 68 nations were getting U.S.
guns. The Pentagon handed them out pell
mell in the immediate postwar and mutual
security act periods. More than 909% of the
official arms ald total, $41.6 billlon, went as
gifts.

An arbitrary value is put on arms given
away, however: one-third the purchase price
if the equipment has been used, although it
may still have had useful life and been worth
stockpiling.

Over $1.5 billion of the total arms aid was
declared *“excess stocks” by the Pentagon,
meaning surplus beyond stockpile needs. It
too, was valued at one-third original cost.
Scrapping it might have brought in 5% of
original cost. However, usually the arms
needed rehabilitation to make them usable.
Foreign ald paid for that and for transport-
ing the arms to the recipient country.

Gilven these factors, the real total worth of
American military aid spread around the
world will probably never be known. Elmer
Staats, the comptroller general, told Congress
this year that nowhere in government is there
one complete tabulation. One estimate, cited
by Sen. Church, is $135 billion worth since
1945,

It was unprecedented munificence, what=
ever the figure, and responsibility rests with
many agencies of the government, according
to officlals intimate with the programs. For
at least 15 years after the war, Congress was
denying no Pentagon requests to fight com-
munism through such gifts. The State De-
partment, legislatively responsible for over-
seeing all assistance efforts including the
military one, did not try very hard to put
brakes on the Pentagon.

4As for the Pentagon, its officers typlcally
sat down with thelr opposite numbers in
countries to be alded and determined the
worst possible threat. This led to huge ship=
ments of arms,

Moreover, if generals are always preparing
to fight the last war, the corollary is that the
military always tries to create its mirror-
image in a country getting its help. Inade-
quate attention was given to what could be
realistically used against the rea' threat, if
any, to the quality of soldiers, the terrain,
and certainly to the political ramifications of
the arms supplies.

One result of this approach is the abun-
dance of F-86 jet fighters around the world.
The F-86 was built to combat Mig-15s. Some
2,000 of them have been supplied in all to na-
tions like Thailand which never faced a
credible Mig-15 threat.

Realistic role

Similarly, the Chinese Nationalists on
Taiwan have received hundreds of tanks for
two armored divisions. But their realistic
role was defense, not attack. Antitank weap-
ons, not tanks, would have been more logical,
officials acknowledge.

Certainly the mirror-image syndrome was
manifested in Vietnam, and it seems to be
cropping up again in Camhbodia. Times corre-
spondent Jack Foisie cabled:

“American planners prefer a neat logistical
supply system for Cambodia, one that can
eventually be computerized. Cambodians
have been using the masses of Czech-Chinese
AE-40 rifles, which are highly regarded, that
were captured by U.S. and Vietnamese forces
last year. They also have huge supplies of
captured ammo for the weapons, and U.S.
arsenals have also been turning out AE-40
ammo for them. But now American M-16
rifies are being provided the Cambodians.™

Reforms are being instituted by the Nixon
Administration, The State Department has
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moved to regain control over military assist-
ance levels. Program levels will be determined
primarily by dollar ceilings rather than by
the Pentagon's threat estimate. Political and
economie considerations in the recipient na-
tion will be examined thoroughly before the
arms are shipped out.

While these will help bring down the size
of military ald eventually, there remains the
gualitative problem of what to do about the
“Paraguays” of the world, one planner ad-
mitted.

Weaponry for Latins

Latin American countries have potten over
21 billion in U.S. arms since 1945, $57 mil-
lion last year. The present level is small In
dollar terms but significant in a region where
costly weaponry is unnecessary and often too
sophisticated. Half the arms were given
freely.

There is now considerable sentiment in
Washington to cut off the arms gifts to most
of the 46 nations on aid. Good arguments can
be made for exempting Korea, the three
Southeast Asian states and Turkey from the
cutoff, an officlal said, “but as for the rest,
let them buy the stuff if they want it.”

Counterarguments can be made, however.
Armament industries In Britain and France,
to say nothing of Russia, are already offer-
ing easier credit for arms sales than the
United States. The military in small nations
like Latin America will have key roles there
for a long time to come; assuring thelr
friendship with arms Is cheaper than buying
politicians.

On the other hand, these considerations
must be weighed against the discredit earned
by the United States among reformers in
those countries for whom the tide of change
is running strong.

Finally, the United States will have a great
deal of arms on its hands as the Vietnam
war ends. The projected development of new

weapons will add to the bulging surpluses.
Political pressure to sell them will be con-
siderable. The only limitation is that many
weapons obsolete to the U.8. military will be
still too sophisticated and expensive for de-
veloping nations to buy.

A SUMMING UP

But in the end, the hard questions remain
unanswered: Did the arms slow the advance
of communism that was so clearly a threat
during the Berlin blockade and Korean war?
Did economic aid advance the pace of devel-
opment in poor natlons?

Sen. Church, in his speech titled “Farewell
to Forelgn Aid: a Liberal Takes Leave,” has
answered no—emphatically and comprehen-
sively.

“The failure of aid is mot technical and
administrative but conceptual and political.
It can only be understood as an aspect of the
large fallure of American foreign policy over
the last decade. . . . It is futile to continue
reevaluating and reorganizing the aid pro-
gram . . . if that program itself is rooted in
obsolete conceptions of the national interest
and if the objectives meant to be achieved are
unsound, or unattainable, or both.”

Church quoted the words of Captain Cook
when locking back on his voyages that had
introduced guns, alcohol, disease and con-
cepts of morality to Tahitian and Australian
natives. “It would have been better for these
people never to have known us,” he sald.

Church hoped the United States would get
out of the aid business before poor nations
say that about it.

The senator has been accused of dis-
illusioned with his own old illusions about
aid, of being like a missionary who, in los-
ing faith, also loses hope. He would stop aid
outright. But if more sober and limited ob-
Jectives can be set, there are good reasons
for continuing aid.

Asher, in “Development Assistance in the
Seventies” which was influential
in the reforms recommended by the Peterson
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task force, contends that there remain “size-
able kernels of truth” in the old arguments
for economic aid, despite the past mistakes:

Widespread poverty and frustration does
represent a threat to peace; development does
produce jobs, markets, trade, investment op-
portunities and material benefits for virtu-
ally all concerned; a broadly shared expan-
sion of the world economy will contribute to
a better-integrated political community with
a greater stake in the peaceful resolution of
conflict;

“And above all, in the humanitarian argu-
ment—that ald is right and decent and that
responsibility for the mitigation of poverty
does not end at national shorelines."”

Issues: How? How much?

Even the Senate Foreign Relations Com-
mittee, long skeptical of the manner and
methods of the ald program, has said: "The
issue i{s not 'Should we provide aid?" It is
‘How?' and '"How Much?'"”

To these might be added: To whom? And
for how long?

The arguments for continued military aid
are less persuasive, in principle at least, than
for economic aid. The 1969 "football war” be-
tween Honduras and El Salvador, with each
side killing the other with U.8. guns, is quali-
tatively worse than any waste of misdirected
dollars,

For the future, both types of ald are likely
to have rougher passage in Congress, partic-
ularly if the Administration’s proposal to
separate “security” aid from “economic and
humanitarian” aid cleanly and comprehen-
sively is accepted.

But at the same time, short of utopia, both
will continue to flow out from the United
States in significant gquantities. The “Doves”
will paraphrase Oliver Wendell Holmes to
argue that economic ald is an investment in
civilization. The “Hawks" will argue the same
for military aid.

[Reprinted from the Los Angeles Times,
Nov. 24, 1971]

ADMINISTRATORS—INEFFICIENCY
IMPEDES AFRICA AID
(By Stanley Meisler)

Namrosr, KEnva.—Africa is the poorest part
of the world and gets the least American aid.
But a good case can be made that the US.
aid program here is far too large, Incredibly
overstaffed and tends to give too much to a
few countries that use it poorly.

The Agency for International Development
spends about $140 million & year on overhead
grants and loans in Africa. Adding Food for
Peace, the Peace Corps, and U.S. Export-Im-
port Bank programs, total direct U.S. assist-
ance is $§300 million, or a fifth of all foreign
aid to this continent.

The United States also spends about $200
million annually through various U.N. and
World Bank programs here.

American aid has changed in emphasis
since 1966 when it operated under what Ed-
ward M. Eorry, then U.S. Ambassador to
Ethiopia, called ““the Pago-Pago theory of
aid"—every postage stamp country, no matter
how small, needed a big ald mission with a
big budget.

Now AID concentrates on Nigeria, Tunisia,
Ethiopia, Ghana, Liberia, Morocco, Kenya,
Tanzania, Uganda and Zaire, formerly Congo
(Einshasa). It has cut the mumber of its
establishments and brought better rationale
to its former scatter-gun system.

But it left untouched some baslc weak-
nesses. These are:

1—AID establishments remain too big.

In Eenya, AID spent £5.6 milllon in 1970.
It has 68 Americans working here. But at
least 32 are administrators, rather than tech-
nicians. Even deducting nine administra-
tors who monitor programs throughout eight
African countries, ATD has two administra-
tors for every three men in the field. Sweden,
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with a comparable-size program ($4.6 mil-
lion), has one administrator for nine men
in the field.

2—AID personnel are poor quality. They
tend to be older, inflexible technicians who
find difficulty relating to Africans and adapt-
ing American techniques to African prob-
lems,

In Ethlopia a few years ago, an AID ad-
viser ordered electric barbeque pits for the
home economic departments of secondary
schools. Most schools had no electricity. Even
in those that did, the school principals had
no use for the pits which their girls would
never see after graduation.

3—AID officials fall to understand the true
need of African development. The main prob-
lem is not lack of capital but lack of skilled
manpower and of a resourceful, risk-taking
population. It needs technicians and small
projects. AID officials tend to think big.

In Cameroun, AID gave the Ministry of
Community Development six pleces of road-
bullding equipment. It overwhelmed the
ministry. Politicians clamored for its use in
thelr home districts. Villages laid down their
picks and walted for the great American ma-
chines to come and do thelr work.

4—Politics sometimes governs AID pro-
grams. In economic terms the money is
usually wasted; even politically it may not
make sense.

In Zaire, the United States backs President
Joseph Mobutu and is even willing to en-
courage his grandliosity and waste through
AID funds, albeit indirectly.

Zaire's first economic priority is roads. But
instead of spending his enormous ecopper
revenues on them, Mobutu has built pres-
tige projects like the world’s second largest
swimming pool, monuments and a giant foot-
ball stadium. ATD maintains his roads. As
long as it continues to do so, he can keep
building swimming poals.

In perspective, AID is far from the best
foreign agency operating here but it is not
the worst either. Many rate it better than the
TU.N. development program, which is ironic
since many critics suggest the United States
channel its foreign assistance through in-
ternational agencies like the United Na-
tions.

THE AIEEN-MANSFIELD RESOLU-
TION—ONE 6-YEAR TERM FOR
PRESIDENT

Mr. MANSFIELD. Mr. President, in
the December 15 issue of the New York
Times is an article written by Jack
Valenti, an old friend, a good friend, and
former presidential assistant to the Pres-
ident of the United States, Mr. Johnson.

This article is entitled “A Term-and-
a-Half for President,” and refers to the
Aiken-Mansfield suggestion that Presi-
dents be limited to one term of 6 years
for the purpose of taking away from
them some of the political pressures
which are a natural concomitant of any
President and allowing him, on the basis
of one term for 6 years with no reelec-
tion, to devote himself entirely to the
welfare of the country as a whole.

I ask unanimous consent that this ex-
cellent article, by Mr. Jack Valenti, who
certainly can speak from experience, be
printed in the Recorp.

There being no objection, the article
was ordered to be printed in the Recorp,
as follows:

[From the New York Times, Deec. 15, 1971}
A TERM-AND-A-HALF FOR PRESIDENT
(By Jack Valentl)

A six-year term for the American Presi-

dent, with ineligibility for reelection, has be-
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come an active public issue. Senators Mans-
field and Aiken, two of that parliamentary
chamber's most respected members, are now
urging this on Congress. This kind of spon-
sorship persuades us that serlous thought be
given, particularly by those who believe the
torment and risk that resides in today's
problems force new ldeas upon a reluctant
Congress and its constituency.

The argument for the six-year term is
overwhelmingly simple, which may be one
reason why it has not caught on., The one
six-year termm would allow the President to
concentrate on lifting the quality of life in
this country, and not on the election cal-
endar and a reelection campaign. This is the
advantage of the six-year term, and it is
considerable.

Every working politician knows that the
guickest passage of the calendar is calculated
by the span between victory day at the polls
and the visitation of re-election day. There is
no known piece of earth time that passes so
swiftly. Political professionals understand
that the President, any President of either
party, begins his first four years in office by
trying to insure he will have four more.

A good many of us argue incessantly about
what needs to be done for the good of the
country, and the necessity for leaders to be
candié and energetic in doing that which
ought to be done regardless of the political
consequences. Yet we continue to tempt our
leader by engaging his attention in re-elec-
tion realisms rather than the difficult duties
to which his oath commands him. (How
many times have we heard a Senator or a
Congressman say that he would want to do
this or that because he believes it is right,
but in order to get re-elected, he must choose
another course?)

What are the arguments against the six-
year term? -

The nolsy one, the one most often put
forth, is this; The President becomes a lame
duck the day he takes office and thus he
reduces his effective powers for political per-
suasion., No one, goes the argument, chooses
to follow a leader whose tenure is so marked
in its limits.

But the counter-argument is that the re-
elected President becomes a lame duck the
day he begins his second term, since the 22d
Amendment prohibits more than two terms.

A strong President can bring to bear enor-
mous influence on his successor and thereby
reclaim whatever eroded reach the six-year
term imposes. President Johnson was able to
pass through Congress a controversial tax
bill as well as the hotly debated equal hous=-
ing legislation after he renounced nomina-
tion for a second full term. One does not
easlly flout political clout from the White
House, lame duck or not.

But the prime asset of the six-year term is
the spacious arena it provides the President,
the opportunity to make the hard cholces in
the public interest without nagging doubts
about his reelectability.

Yes, say the critics, but if the President at-
tempts to coerce the country with unhappy
decisions (as the critics define unhappiness),
six years is a mighty long time to live with
him. Not really so. If that untoward event
should occur (as it can occur now), the peo-
ple can, by their election of Congressmen,
stand in the Presidential doorway and de=
mand he stop whatever the hell it is he is
doing.

SBix years is neither too short nor too long.
Indeed, one of the blessed attributes of what
we call our “system” is brief Presidential ten-
ure. Arrogance which does not have time to
harden has a softer bite and it is an accepted
political fact that power which is transient
seldom is fatal to the people,

There is no unerasable sanctity in the four-
year term with eligibity to re-election for a
second term. Our Constitutional Convention
in 1787 did not recelve the four-year term
from some divine inspiration. It was the re-

CONGRESSIONAL RECORD — SENATE

sult of some gristly debate In which the Presi-
dential term went through several sculptur-
ings before it was finally cast. You will recall
that in these debates a seven-year term with-
out re-election eligibility was first decided
on, and then changed, not because of any
sturdy logic but mainly because the four-
year term was the least opposed of all sug-
gestions, and because Benjamin Franklin
wanted re-election eligibility.

Change is always hard. Tradition, doing it
the way we have always done it, is always
offended by the insertion of new values.

But if we accept the fact that the stakes
today are so high and the game so invaded
by peril, and if we agree that we simply must
free the President from every diversion of his
energy (and his purpose), then the six-year
term begins to make clear, plain sense.

Mr. ATKEN. Mr, President, I should
like to add that what is going on in
Washington now between the executive
and legislative branches, and among the
various political groups, speaks louder
in support of a single 6-year term for
President than any words that could be
spoken or written,

I believe that we are witnessing a
graphic demonstration, and have for the
past few weeks, of why we should have
a President limited to one 6-year term
only. I think the situation is worse this
year than it has been for many years. It
certainly is striking evidence, since the
introduction of the Mansfield-Aiken res-
olution.

Mr. MANSFIELD, I agree with the
principal sponsor and initiator of the
Aiken-Mansfield resolution.

Mr. AIKEN. When the President is
harassed, the entire country is harassed.
That is all it amounts to.

ORDER OF BUSINESS

The PRESIDENT pro tempore. Are
there any petitions and memorials?

ORDER FOR TRANSACTION OF
ROUTINE MORNING BUSINESS

Mr. BYRD of West Virginia. Mr. Presi-
dent, I ask unanimous consent that there
be a period for the transaction of routine
morning business, not to exceed 30 min-
utes, with statements therein limited to
3 minutes.

The PRESIDENT pro tempore. With-
out objection, it is so ordered.

Is there any morning business?

THE WAR POWERS BILL

Mr. JAVITS. Mr. President, the lead-
ing editorial in the New York Times on
Tuesday, December 14, 1971, reflects the
importance attached to the legislation
reported by the Committee on Foreign
Relations last week, designated as the
War Powers Act, in which I was joined
by Senators STENNIS, EAGLETON, and
SPONG.

The editorial emphasizes that this may
very well be the basic issue upon which
the relationship between Congress and
the Executive, which has been so deeply
troubled in recent years, will be resolved.
Our endeavor as sponsors of the bill has
been to fill in a lacuna in the Constitu-
tion which has led to an ambiguous
constitutional position which has been
interpreted differently by different Pres-
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idents, and in which Congress has not
asserted itself respecting its extensive
war powers authority and the authority
of the President as Commander in Chief
to wage so-called undeclared wars with-
out congressional authorization. The
Javits-Stennis-Eagleton bill is a con-
sidered effort to regularize practice and
to ensure the sharing of the responsi-
bility for going to war between the Pres-
ident and the Congress, as intended by
the framers of the Constitution.

One of the great things which this
legislation will accomplish, in my judg-
ment, will be to strengthen and fortify
the American foreign policy of a Presi-
dent who now faces a divided country,
with the tremendous agitation and dis-
sension related to Indochina still going
on, as evidenced by what is keeping us
here. We will have a practice under the
legislation by which Congress will be
able to join the President to give as-
surance to our people—and to nations
abroad—that it is not just the President
who is committed to a course of action
involving hostilities.

Our people will be protected against
improvident wars or against improvident
decisions taken unalaterally by a Presi-
dent under pressure. Under this legis-
lation, Congress will have coequal au-
thority with the President. If it is
adopted every Senator and every Mem-
ber of the House who votes when ques-
tions of military hostilities arise will have
the responsibility on his hands and he
will have to account to his constituents
for what he did and why. The President,
in this sense, could acquire strong insur-
ance against second-guessing or back-
biting from Members of Congress who
had no share of responsibility in a na-
tional decision about war.

So, Mr. President, I hope that, in the
intervening period until this matter
comes up on the floor in a month or so,
Members will study this measure care-
fully and diligently, and that the coun-
try will continue to discuss it. We must
in all inescapably bear in mind that this
is the fulfillment of a promise we made
to ourselves as a result of Vietnam, that
we would never be caught in that posi-
tion again of being such a divided coun-
try because the Constitution did not
speak to so critical a question as an un-
declared war.

Mr. President, I ask unanimous con-
sent to have the editorial I have referred
to, entitled “Toward Bipartisanship
Abroad,” printed in the REcorp.

There being no objection, the editorial
was ordered to be printed in the REcorb,
as follows:

[From the New York Times, Dec. 14, 1971]
TowARD BIPARTISANSHIP ABROAD

Under the Constitution, only the Congress
can declare war and pay American troops.
But the President, as Commander in Chief,
can commit the armed forces to combat on
his own. In an era of undeclared wars, this
ambiguity has led inevitably to executive
encroachment on Congressional prerogatives.

Efforts by the Congress to resist the trend
now encounter the argument that Congres-
sional debate is a luxury that cannot always
be enjoyed in the nuclear age, when split-
second reactions may be vital to avold the
nation’s destruction. But it 1s not the nuclear
contingency that is in fact at issue, It 1s the
relatively limited military engagement—such
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as the Dominican intervention or the Indo-
china conflict—that has most eroded Con-
gressional control over the war-meaking pow-
ers. And it 1s essentially the no-more-Viet-
nams syndrome that is spurring current
efforts in the Senate to increase the Senate
role in future military decisions.

The legislative formula recently approved
by the Senate Foreign Relations Committee
to restrict the war-making powers of the Pres-
idency is not and cannot be watertight. It is
recognized that the Congress cannot and
probably should not attempt to prevent the
Commander In Chief from engaging the na-
tion in hostilities In certain emergency situ-
ations., The intention is to prevent military
action from continuing more than thirty days
without Congressional approval.

The thirty-day clause is the heart of the
proposed legislation, rather than the attempt
to define-the circumstances under which the
President would be authorized to use the
nation's military power. The bill would in-
deed authorize armed force to repel or to
forestall an attack on the United States or on
American forces stationed abroad. While the
President's constitutional powers could not
be limited to such contingencies by legisla-
tion the Congress can insist on its participa-
tion in decisions to extend or enlarge a con-
flict beyond the measures taken in the initial
emergency period.

This approach undoubtedly involves some
disadvantages. The need to sway the Congress
could conceivably impel a future Adminis-
tration to escalate low-key military moves
and to attempt to arouse popular emotion.
The Congress itself is not impervious to an
exigent President and can be misled, as the
Tonkin Gulf resolution demonstrated in 1964.

But such risks are smaller than those re-
vealed by unrestricted exercise of the Presi-
dential war-making powers. What would
chiefly be restricted would be the President's
power to take the nation into a large-scale
war without its consent, explicity expressed
by its elected representatives.

Instead of resisting the proposed legisla-
tion, the Nixon Administration would be well
advised to embrace it and to go beyond it
to create a new atmosphere of cooperation
with the Congress In foreign policy generally.
With a necessarily divisive Presidential cam-
paign approaching, it is imperative to restore
some semblance of the old tradition that
politics stops at the water's edge.

As a first move to restore s bipartisan
forelgn policy, Mr. Nixon could well invite
the Senate majority and minority leaders to
accompany him to Peking and Moscow—and
to the summit meetings with allied leaders
that will precede these historic voyages. Al-
though 1t is too late for the talks under
way with President Pompidou of France in
the Azores, Senators Mansfield and Scott
would be valuable additions to the Amer-
ijcan delegation for the projected meetings
with the leaders of Britaln, West Germany
and Japan. Now that he has wisely if be-
latedly moved to take the allies into his con-
fidence, Mr. Nixon can afford to make the
same gesture toward the Congress.

QUORUM CALL

Mr. MANSFIELD. Mr. President, I sug-
gest the absence of a quorum.

The PRESIDENT pro tempore. The
clerk will call the roll.

The second assistant legislative clerk
proceeded to call the roll.

Mr. MANSFIELD. Mr. President, I
ask unanimous consent that the order
for the guorum call be rescinded.

The PRESIDING OFFICER (Mr.
Srevenson). Without objection, it is so
ordered.
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ORDER OF BUSINESS

Mr. MANSFIELD. Mr, President, is
there further morning business?

Mr. JAVITS. Mr. President——

Mr. MANSFIELD. If the Senator will
yield to me briefly, I wish to state that
I intend to ask the Senate to adjourn as
expeditiously as possible unless there is
business in the way of speeches and the
like to be undertaken,

Mr. JAVITS. Mr, President, will the
distinguished majority leader yield to
me?

Mr. MANSFIELD. I yield.

Mr. JAVITS. I would like to have the
majority leader answer a question. I have
just come in, as the Senator knows, and
I am trying to get briefed. The Senator
from Michigan (Mr. GrirrFin) left the
matter with me on the theory that he did
not wish action taken on the amendment
of the Senator from Arkansas (Mr. FoL-
pRIGET), which is the pending business.

Am I to understand it is the majority
leader’s intention to adjourn the Sen-
ate rather than to seek a vote on the
Fulbright amendment?

Mr. MANSFIELD. That is my inten-
tion. If the distinguished Senator from
Arkansas desires to seek a vote on his
amendment, that, of course, is up to him.

Mr. JAVITS. I thank the Senator.

Mr. President, I agaln suggest the
absence of a quorum,

The PRESIDING OFFICER. The clerk
will call the roll.

The second assistant legislative clerk
proceeded to call the roll.

Mr. BYRD of West Virginia, Mr.
President, I ask unanimous consent that
the order for a quorum call be rescinded.

The PRESIDING OFFICER. Without
objection, it is so ordered.

COMMUNICATIONS FROM EXECU-
TIVE DEPARTMENTS, ETC.

The PRESIDENT pro tempore laid be-
fore the Senate the following letters,
which were referred as indicated:

ProPOSED MINORITY ENTERPRISE SMALL BuUsi-
NESS INVESTMENT AcT oF 1971

A letter from the Administrator, Small
Business Administration, transmitting =a
draft of proposed legislation to amend the
Small Business Investment Act of 1958, and
for other purposes (with accompanying
papers); to the Committee on Banking,
Housing and Urban Affairs.

PETITIONS

Petitions were laid before the Senate
and referred as indicated:

By the PRESIDENT pro tempore:
A joint resolution of the Legislature of
the State of California; to the Committee on
Public Works:

“Assembly Joint Resolution No. 56—"Rela~-
tive to the federal-aid TOPICS program
“Whereas, The Federal-Ald Highway Act

of 1968 authorized the expenditure of federal

funds for an urban traffic operations pro-
gram to increase capacity and safety, known
as TOPICS, and this program was continued
by the Federal-Aid Highway Act of 1970; and

“Whereas, Local agencies have encountered
difficulty in the administration of this pro-
gram due to burdensome administrative pro-
ecedures required by the federal government;
and
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“Whereas, The new urban system created
by the Pederal-Aid Highway Act of 1970 and
the TOPICS program could be combined to
provide a more efficlent program which would
be easler to administer; and

“Whereas, It is essential that steps be
taken to simplify procedures so that federal
funds ean be more easily utilized by the
cities and counties of California; now, there-
fore, be it

“Resolved by the Assembly and the Senate
of the State of California, jointly, That the
Legislature of the State of California respect-
fully memorializes the President and the
Congress of the United States to take the
necessary steps to remove burdensome ad-
ministrative procedures from the TOPICS
program and to consider the integration of
programs designed for the improvement of
streets and highways in urban areas;, and
be it further

“Resolved, That the Chief Clerk of the
Assembly transmit coples of this resolution
to the Presldent and Vice President of the
United States, to the Speaker of the House
of Representatives, and to each Senator and
Representative from California in the Con-
gress of the United States.”

A joint resolution of the Legislature of the
State of Callfornia; to the Committee on In-
terior and Insular Affairs:

“SENATE JoIiNT REsoLuTION No. 49

“Relative to the proposed move of the Na-
tional Park Service's Western Service Cen-
ter from San Francisco

“Whereas, The Natlonal Park Service re-
portedly intends to close its Western Service
Center in San Francisco and to move it to
Denver where Its services will be consolidated
with those of the Eastern Service Center
within the month, eliminating 90 positions
and requiring a move of more than 200 em-
ployees to another location; and

“Whereas, California 1s the most populous
state in the nation and its parks have more
visitors than other national parks in other
states, therefore the most prudent move
would be to consolidate the national park
service centers in San Francisco; and

“Whereas, The Department of Industrial
Relations of the State of California reports a
seasonally adjusted unemployment rate of
6.5 percent In the bay area at the present
time, a rate which will be aggravated by such
actions by federal agencies; and

“Whereas, The move will mean a Ioes in
payroll in San Francisco of more than one
million dollars a year; and

“Whereas, It may be expected that many
good planners will leave the park service;
and

“Whereas, The cost of consolidating the
service centers in Denver is over two million
dollars, at a time when dollars should be
conserved, and there is an additional loss
that cannot be estimated, the consequences
of lower morale among National Park Serv-
ice and Bureau of Outdoor Recreation per-
sonnel who do many joint feasibility studies
for California in order to plan for new park
areas, and the impaired operation of these
two agencles would be characterized by in-
efficlency and a lack of cooperation to the
detriment of California’s environment; and

"“Whereas, It may be expected that lowered
morale and disruptions created by moving
will result in greatly reduced services for at
least a year and will impair conservation ef-
forts by slowing down (1) the identification
of new park areas; (2) the classification of
wilderness areas which must be completed
by 1974, and therefore especlally affecting
Joshua Tree and Death Valley National
Monuments; and (3) the master planning
and development for California parks, es-
pecially Yosemite, Redwoods, Point Reyes Na-
tional Seashore, Sequoia, and Kings Can-
yon; and

“Whereas, The planning operations for the
proposed Golden Gate National Recreation
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Area would be impaired by the yemoval of
planners and architects to a distant locale;
now, therefore, be it

“Resolved by the Senate and Assembly
of the State of California, jointly, That the
Legislature of the State of California re-
spectfully memorializes the Director of the
National Park Service to rescind the pro-
posed move of the National Park Service's
Western Service Center from San Francis-
co for combination with the Eastern Serv-
ice Center In another location, or, if the
two centers are to be combined, then to
locate the combined center in San Francisco;
and be it further

“Resolved, That the Secretary of the Senate
transmit copies of this resolution to the
President and Vice President of the United
States, the Secretary of the Interior, the
Director of the National Park Service, and to
each Senator and Representative from Call-
fornla in the Congress of the United States.”

A resolution of the Senate of the State of
California; to the Committee on Public
Works:

“SENATE ResoLvUuTION 230
“Relative to the National Transportation
Planning Study

“Whereas, The State Business and Trans-
portation Apency has completed California's
portion of the National Transportation Plan-
ning Study; and

“Whereas, The Callfornia study has been
transmitted to the Secretary of Transporta-
tion in Washington, D.C.; and

“Whereas, The State Transportation Board
has called attention to its finding that *. . .
only the highway mode has adequate re-
sources and planning facilities . . ,”"; and

‘“Whereas, The State Transportation Board
has urged that . . . the study results should
be used with considerable caution by the
Federal Government in its funding pro-
grams . . ."; and

“Whereas, Various assumptions in the
study, relative to possible future state or
local funding, have the effect of being prej-
udicial in determining the relative needs
and programmed expenditures among the
various modes of transportation; and

“Whereas, The need for interurban rapid
transit was omitted from this study en-
tirely; and

“Whereas, The final summary of needs and
funding alternatives may lead federal au-
thorities to conclude that California places a
greater relative emphasis on meeting high-
way needs than on meetlng transit needs;
now, therefore, be it

“Resolved by the Senate of the State of
California, That the Members respectfully
memorialize the President and the Congress
of the United States and the United States
Department of Transportation to review the
National Transportation Planning Study, and
California’s portion thereof, with the under-
standing that the need for new and Improved
transit facilitles is considerably greater than
the proportion programmed for funding un-
der Federal Alternatives I, IT, and IIT of the
study; and be it further

“Resolved, That the Secretary of the Senate
transmit copies of this resolution to the
President and Vice President of the United
States, to the Secretary of Transportation,
to the Speaker of the House of Representa-
tives, and to each Senator and Representa-
tive from California in the Congress of the
United States.”

The petition of the Borough of Englewood
Cliffs, Bergen County, New Jersey, praying
for the removal of all United States troops
from Southeast Asia; to the Committee on
Foreign Relations.

A resolution adopted by the Arizona
Southern Baptist Convention, Phoenix, Ari-
zona, reaflirming their bellef in the separa-
tlon of church and state; to the Committee
on the Judiciary.
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A resolution adopted by the California
Veterans Board, Sacramento, California,
praying for the enactment of legislation to
provide for the necessary medical treatment
and education of Vietnam veterans who are
afflicted with drug dependency; to the Com-
mittee on Veterans' Affairs.

REPORTS OF COMMITTEES

The following reports of committees
were submitted:

By Mr. JORDAN of North Carolina, from
the Committee on Rules and Administration,
without amendment:

8. Con, Res. 54. A concurrent resolution to
print additional copies of hearings on “War
Powers Legislation” (Rept. No. 92-588);

H. Con. Res. 439. A concurrent resolution to
provide for the printing of fifty thousand ad-
ditional copies of the Subcommittee print of
the Subcommittee on Domestic Finance of
the House Committee on Banking and Cur-
rency, entitled “A Primer on Money" (Rept.
No. 92-587);

H. Con. Res. 441. A concurrent resolution
authorizing the printing of “The Joint Com-
mittee on Congressional Operations: Purpose,
Legislative History, Jurisdlction. and Rules"
as & House document, and for other purposes
(Rept. No, 92-588) ; and

H. Con. Res. 469. A concurrent resolution to
provide for the printing as a House docu-
ment a compilation of the eulogies on the
late Justice Hugo L. Black (Rept. No, 92—
589).

ENROLLED BILL AND JOINT
RESOLUTION PRESENTED

The Secretary of the Senate reported
that on today, December 16, 1971, he
presented to the President of the United
States the following enrolled bill and
joint resolution:

S. 2891. An act to extend and amend the
Economic Stabilization Act of 1970, as
amended, and for other purposes; and

S.J. Res. 184. Joint resolution extending
the dates for transmission of the Economic
Report and the report of the Joint Economic
Committee.

INTRODUCTION OF BILLS AND
JOINT RESOLUTIONS

The following bills and joint resolu-
tions were introduced, read the first time
and, by unanimous consent, the second
time, and referred as indicated:

By Mr. JAVITS (for himself, Mr. BEALL,
and Mr, SCHWEIKER) :

5. 3028. A bill to protect the public health
by amending the Federal Food, Drug, and
Cosmetic Act to assure tue safety and effec-
tiveness of medilcal devices. Referred to the
Committee on Labor and Public Welfare.

By Mr. CRANSTON:

5.3029. A bill for the relief of Mr. and Mrs.
Jose Zuniga-Jaramillo. Referred to the Com-
mittee on the Judiciary.

By Mr. MILLER:

S.J. Res. 185. A joint resolution expressing
a proposal by the Congress of the United
States for securing the safe return of Amer-
ican and allled prisoners of war and the ac-
celerated withdrawal of all American mili-
tary personel from South Vietnam. Referred,
by unanimous consent, to the Committee on
Foreign Relations.

STATEMENTS ON INTRODUCED
BILLS AND JOINT RESOLUTIONS

By Mr.JAVITS:
S. 3028. A bill to protect the public
health by amending the Federal Food,
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Drug, and Cosmetic Act to assure the
safety and effectiveness of medical de-
vices. Referred to the Committee on
Labor and Public Welfare.

MEDICAL DEVICE SAFETY ACT

Mr, JAVITS. Mr. President, I am in-
troducing today on behalf of myself and
Senators BEALL and ScHWEIKER a bill, on
behalf of the administration, to amend
the Federal Food, Drug, and Cosmetic
Act to assure the safety and effectiveness
of medical devices, entitled the “Medical
Device Safety Act.”

The bill would authorize the Secretary
of Health, Education, and Welfare to
establish safety standards for medical
devices, and would require unreasonably
hazardous medical devices used in life-
threatening situations to undergo a sci-
entific review by the Department for
safety and efficacy prior to their intro-
duction into commerce.

The scientific review section of the
bill is more commonly referred to as the
premarket clearance provision. It is the
most dramatic portion of the bill and is
intended to assure the safety and efficacy
of devices used in life-threatening situ-
ations. Classes of devices that may be
expected to require scientific review are
cardiovascular implants, other implants
composed of new materials, applications
of new forms of energy to the body—for
example, lasers—and new designs for
machines which substitute for major
bodily functions—for example, heart-
lung machines. When the design and
construction of any device or class of
devices subject to scientific review reach
the point where the safety and efficacy
of the device or class may be assured un-
der appropriate standards, such stand-
ards will be promulgated under the bill’s
standard-setting authority, and the sci-
entific review requirement will be ended.

Two examples of devices which would
be subject to appropriate standards
are certain types of pacemakers and
catheters.

I ask unanimous consent to have the
bill, a letter of transmittal from the
Department of Health, Education, and
Welfare, and a summary of the key pro-
visions of the bill printed in the REcorp
at the conclusion of my remarks,

The ACTING PRESIDENT pro tem-
pore. Without objection, it is so ordered.

(See exhibit 1.)

Mr. JAVITS. Mr. President, since this
legislation affects medical device safety
and effectiveness, pursuant to the Fed-
eral Food, Drug, and Cosmetic Act, it is
appropriately subject to jurisdiction of
the Labor and Public Welfare Commit-
tee, of which I am ranking Republican
member. However, I understand the
Commerce Committee is presently con-
sidering generic product safety legislation
and the question whether the authority
for evaluating product safety should be
vested in an independent agency or in the
Department of Health, Education, and
Welfare, which is how it is done under
this bill. I assure my colleagues that
when this legislation is considered by
our committee, we shall consult with the
Commerce Committee in view of their
interest in the subject.

Although the purpose of this legisla-
tion is to provide a comprehensive reg-
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ulatory program for medical devices in
order to protect consumers from their
potential hazards, I am concerned that
the legislation as presently written is too
limited in regard to its standard-setting
authority for medical devices. The bill
contains a limitation that there be un-
reasonable risk of illness or injury. I
am not convinced that when we deal
with the protection of consumers' health
we should not provide authority to deal
with all risks, not merely unreasonable
risks caused by medical devices.

Also, I am concerned that in the estab-
lishment of the various scientific advisory
cominittees there is no explicit provision
for consumer representation on such
committees, nor is there any provision
which would assure the public that the
scientific advocates for a particular med-
ical device would not be among the sci-
entific members of the advisory commit-
tee passing upon its safety and effective-
ness,

On another point I believe all of us in
Congress have a deep concern that there
be adequate protection and humane
treatment of animals. Accordingly, I wish
to assure all animal lovers that the ex-
emption provision covering animals in
this legislation will be carefully reviewed
by the committee as the legislation re-
ceives further consideration.

There is also a provision in the legis-
lation exempting “reports on the investi-
gational use of devices.” Although I
share the concern that there be ade-
quate protection of trade secrets, I am
equally concerned that all information
which involves the public interest be
available for public scrutiny. This section
of the legislation shall also be subject to
careful review by the committee.

Finally, the legislation does not provide
funding authorizations for the activities
to be conducted pursuant to the legisla-
tion and would, therefore, rely upon the
general Department of Health, Educa-
tion, and Welfare’s funding authorities.
I am concerned that if we are to ade-
quately protect the public, we should re-
quire specific funding authorizations in
this bill. This will also be subject to care-
ful review by the committee.

There being no objection, the material
was ordered to be printed in the REcCORD,
as follows:

ExHIBIT I

S. 3028
A bill to protect the public health by amend-
ing the Federal Food, Drug, and Cosmetic

Act to assure the safety and effectiveness

of medical devices

Be it enacted by the Senate and House of
Representatives of the Unifted States of
America in Congress assembled, That this
Act may be cited as the “Medical Device
Safety Act”.

TITLE I—AUTHORITY TO ESTABLISH
STANDARDS

Sec. 101, Chapter V of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C., ch. 9,
subch. VI) is amended by adding at the end
thereof the following new section:

“STANDARDS FOR MEDICAL DEVICES
“Authority To Set Standards

“Sec. 513. (a) (1) Whenever in the judg-
ment of the Secretary such action is neces-
sary to reduce or eliminate unreasonable risk
of iliness or Injury assoclated with exposure
to or use of a device (including the need for
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uniformity and compatibility with systems
or environments in which it is intended to
be used) and there are no other more prac-
ticable means to protect the public from
such risk, he may by order Issued in accord-
ance with subsection (g) of this section
promulgate for any device, or type or class
of device, a standard relating to any one or
more of the following: the composition, the
construction, the properties, the uniform
identification, or the performance of such
device. Such standard may include provisions
for the testing of the device and the meas-
urement of its characteristics, and may re-
quire the use and prescribe the form and
content of instructions or warnings neces-
sary for the proper installation, mainte-
nance, operation, and use of the device.

“(2) A standard shall, where feasible, per-
tain to the safety performance character-
istics of a device, except that it may apply
to the composition, design, contruction, fin-
ish, or packaging of the device or any com-
ponent thereof If the Secretary determines
such application to be in the public interest,
Without regard to the limitations of the
preceding sentence, a standard may require
that the device or any component thereof be
marked, tagged, or accompanied by clear and
adequate wearnings or instructions reason-
ably necessary for the protection of health
or safety.

“(3) The BSecretary shall provide for a
periodic evaluation of the adequacy of all
standards promulgated under this section
in order to reflect changes in the state of
the art of the development of devices and in
applicable medical, sclentific, and other
technological data.

“Consultation with other Federal agencles
and interested groups; use of other Federal
agencies
“{b) (1) Prior to (A) initlating a proceed-

ing under subsection (c) to promulgate a
standard under this secton, (B) initiating
the development of a proposed standard un-
der subsection (f) of this section, or (C) the
taking of any action under subsection (g)
of this section, the Secretary shall to the
maximum practicable extent consult with,
and glve appropriate welght to relevant
standards published by, other Federal agen-
cles concerned with standard setting and
other nationally or internationally recog-
nized standard-setting agencies or organiza-
tions. In considering proposals for the de-
velopment of standards, the Secretary may
also invite appropriate participation, through
Joint or other conferences, workshops, or
other means, by informed persons represent-
ative of sclentific, professional, industry, or
consumer organizations which in his judg-
ment can make a significant contribution
to such development.

*(2) In carrylng out his duties under this
section, the Secretary shall utilize to the
maximum practicable extent the personnel,
facilities, and other technical support avall-
able in other Federal agencies.

“Initiation of proceeding for standards—

development by interested parties

“(e) A proceeding to promulgate a stand-
ard under this section shall be initiated by
the Secretary by publication of notice in the
Federal Register. Such notice shall advise of
the opportunity for comment on the need
to intiate such proceeding and shall in-
clude—

“{1) a description or other designation of
the device (or type or class of device) to
which the proceeding relates;

“(2) the nature of the risk or risks in-
tended to be controlled;

*“(3) a summary of the data on which the
Secretary has found a need for initiation of
the proceeding;

“(4) identification of any existing stand-
ard (if known to the Secretary) which may
be relevant to the proceeding; and
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“(5) an invitation to any person, inciud-
ing any Federal agency, which has developed
or is willing to develop a proposed standard
to submit to the Secretary, within thirty days
after the date of such notice, (A) such a
standard; or (B) an offer to develop a pro-
posed standard in accordance with proce-
dures prescribed by regulations of the Sec-
retary.

“USE OF EXISTING STANDARDS

“(d) If the Secretary (1) finds that there
exists a standard which has been published
by any Federal agency or other qualified
agency, organization, or institution, (2) has
made reference to such standard (unless it
is a standard submitted under subsection (¢)
(6)) In his notice pursuant to subsection
(c) (4), and (3) determines that such stand-
ard may be substantially acceptable to him
as a device standard, then he may, in lieu of
accepting an offer under this section, publish
such standard as a proposed device standard
in accordance with subsection (g).

“ACCEPTANCE OF OFFERS TO DEVELOP
STANDARDS

“(e) (1) Except as otherwlse provided by
subsection (d ), the Secretary shall accept one
or more offers to develop a proposed stand-
ard pursuant to the invitation prescribed by
subsection (¢) (5) if he determines that (A)
the offeror is technically competent to un-
dertake and complete the development of an
appropriate standard within a reasonable pe-
riod of time, and (B) the offeror has the
capacity to comply with procedures pre-
scribed by regulations of the Secretary under
paragraph (4).

“(2) The Secretary shall publish in the
Federal Register the name and address of
each person whose offer is accepted, and a
summary of the terms of such offer as
accepted.

“(3) Upon an offeror's application therefor
prior to the acceptance of his offer under this
subsection, the Secretary may agree to con-
tribute to the offeror’s cost in developing a
proposed standard, if the BSecretary deter-
mines that such contribution is likely to re-
sult in a more satisfactory standard than
would be developed without such contribu-
tion, and that the offeror is financlally re-
sponsible. Regulations of the Secretary shall
set forth the items of cost in which he may
participate, except that such items may not
include construction (except minor remodel-
ing), or the acquisition of land or buildings.

“(4) The Secretary shall prescribe regula-
tions governing the development of proposed
standards under this subsection and subsec-
tion (f), which regulations shall not be con-
sidered rules of agency organization, proce-
dure, or practice for purposes of section 553
of title 5 of the United States Code. Such
regulations shall include requirements—

“(A) that standards recommended for pro-
mulgation be supported by test data or such
other documents or materials as the Secre-
tary may reasonably require to be developed,
and be suitable for promulgation under sub-
section (g);

“(B) that standards recommended for pro-
mulgation contain such test methods as may
be appropriate for measurement of com-
pliance with such standards;

“(C) for opportunity by interested per-
sons to participate in the development of
such standards;

(D) for the maintenance of such records
as the Secretary prescribes in such regula-
tions to disclose the course of the develop-
ment of standards recommended for pro-
mulgation, the comments and other informa-
tion submitted by any person in connection
with such development, including comments
and information with respect to the need for
such recommended standards, and such other
matters as may be relevant to the evaluation
of such recommended standards; and

“(E) that the Secretary and the Comptrol-
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ler General of the United States, or any of
their duly authorized representatives, have
access for the purpose of audit and examina-
tlon to any books, documents, papers, and
records, relevant to the expenditure of any
contribution of the Secretary, under para-
graph (3).

“Development of Standards by the Secretary

“(f) If the Secretary has published a notice
as provided by subsection (e¢), and-—

“(1) no person accepts the invitation pre-
scribed by subsection (c) (5);

“(2) the Secretary has accepted neither an
existing standard pursuant to subsection
(d) nor an offer to develop a proposed stand-
ard pursuant to subsection (e); or

“(3) the Secretary has accepted an offer
pursuant to subsection (e), but determines
that the offeror is unwilling or unable to
continue the development of the standard
which was the subject of the offer or the
standard which has been developed is not
satisfactory;
then the Secretary may proceed to develop a
proposed standard pursuant to procedures
prescribed by subsection (g).

“procedure for Promulgation, Amendment,
or Revocation of Standards

“(g) (1) (A) As soon as practicable after
the initiation of a proceeding to promulgate
a standard, and after review of any proposal
submitted under subsection (e), the Secre-
tary shall publish in the Federal Register
either a proposal to promulgate a standard
applicable to the device (or type or class of
device) subject to the proceeding, or a notice
that the proceeding is terminated. The pro-
posal to promulgate & standard shall set
forth the standard, the manner in which
interested persons may examine data and
other information on which the standard is
based, and the period within which inter-
ested persons may present thelr comments on
the standard (including the need therefor)
orally or in writing.

“(B) As soon as practicable after the pub-
lication of a proposal to promulgate a stand-
ard, the Secretary shall, by order published
in the Federal Register, act upon the pro-
posed standard or terminate the proceeding.
The order shall set forth the standard, if
any, the reasons for the Secretary’s action
(including reasons for the promulgation of
& standard materially different than that
set forth in the proposal or for his fallure to
promulgate any standard), and the date or
dates upon which the standard, or portions
thereof, will become effective. Buch date or
dates shall be established so0 as to minimize,
consistent with the public health and safety,
economic loss to, and disruption or disloca-
tion of, domestic and international trade.

“(C) (1) Prior to his issuance of an order
to promulgate & standard, the Secretary shall
consider—

“(I) the degree of risk of illness or injury
assoclated with those aspects of the devices
subject to the order;

“(II) the approximate number of devices,
or types or classes thereof, subject to the
order;

“(III) the need of the public for the de-
vices subject to the order, and the probable
effect of the order upon the utility, cost, or
availability of the devices to meet that need;

“(IV) means of achieving the objective of
the order with a minimal disruption or dis-
location of competition and of reasonable
manufacturing and other commercial prac-
tices; and

“(V) data and comments submitted in the

course of any proceeding Iinitiated wunder
subsection (c) relevant to such order.
Such order shall include appropriate find-
ings with respect to the matters set forth
in clauses (I) through (V) and such stand-
ard shall be based on such findings.

“(il) The Secretary shall Include in the
order promulgating & standard such addi-
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tional findings as he may determine to be
necessary to support the judgment required
by subsection (a) (1).

*(2) The Secretary may revoke any stand-
ard, in whole or in part, upon the ground
that there no longer exists a need therefor
or that such standard (or part thereof) is
no longer in the public interest. Such revoca-
tion shall be published as a proposal in the
Federal Register and shall set forth such
standard or portion thereof to be revoked, a
summary of the reasons for his determina-
tion that there no longer be a need therefor
or that such standard (or any part thereof)
may no longer be in the public interest, the
manner in which Interested persons may ex-
amine data and other information relevant
to the Secretary’'s determination, and the
period within which any interested person
mcay present his views, orally or in writing,
with respect to such revocation. As soon as
practicable thereafter, the Secretary shall
by order act upon such proposal and shall
publish such order in the Federal Register.
The order shall include the reasons for the
Secretary’s action and the date or dates upon
which such revocation shall become effective.

“(8) The Secretary ma; propose an amend-
ment of a standard by publishing such pro-
posal in the Federal Register. Such proposal
shall be subject to paragraph (4) of this
subsection and to subsection (h).

*“(4) To the extent not inconsistent with
this section, the provisions of section 553
of title 6 of the United States Code, shall
govern proceedings under this section to
promulgate, amend, or revoke a standard.
An order promulgating, amending, or revok-
ing a standard shall, upon its publication
and without regard to its effective date, be a
final order for purposes of chapter 7 of title 5
of the United States Code. Judicial review of
such final order shall not be denied upon
the ground that the petitioner has failed to
seek the referral of any proposal to an ad-
visory committee under subsection (h).

“Referral to Independent Advisory
Committee

*“(h) (1) A proposal under subsection (g)
may be referred to an advisory committee of
experts for a report and recommendations
with respect to any matter involved in such
proposal which requires the exercise of scien-
tific judgment. The Secretary may so refer
such proposal prior to or after its publica~
tion under such subsection, and shall so
refer it after its publication upon a request,
within the time specified in the proposal, of
any interested person (unless the Secretary
finds the request to be without good cause).

For the purpose of any such referral, the
Secretary shall appoint such an advisory com-
mittee (which may be a standing advisory
scientific review panel established under sec-
tion 514(b)) and shall refer to 1t, together
with all the data before him, the matter so
involved for study, and for a report and
recommendations.

‘The provisions of the first and second sen-
tences of section 7T06(b)(5)(C)(ii) shall
apply to such report and recommendations.
A person who has requested the referral of
& matter to an advisory committee pursuant
to this subsection, as well as representatives
of the Department, shall have the right to
consult with such advisory committee, and
such advisory committee is authorized to
consult with any person, in connection with
the matter referred to it.

*(2) The Secretary shall appoint as mem-
bers of any such committee persons qualified
in the subject matter to be referred to the
committee and of appropriately diversified
professional background. Members of an ad-
visory committee who are not in the regular
full-time employ of the United States, while
attending conferences or meetings of their
committee or otherwise serving at the re-
quest of the Secretary, shall be entitled to
receive compensation at rates to be fixed by
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the Secretary but not at rates exceeding the
daily equivalent for grade GS-18 of the Gen-
eral Schedule for each day so engaged, in-
cluding travel time; and while so serving
away from their homes or regular places of
business they may be allowed travel ex-
penses, Including per diem in lieu of sub-
sistence, as authorized by section 5703 of
title 5 of the Unlted States Code for persons
in the Government service employed inter-
mittently. The Secretary shall furnish the
committee with clerical and other assistance,
and shall by regulation prescribe the proce-
dure to be followed by the committee.

“(3) If such a matter is referred to an
expert advisory committee upon request of
an interested person, the Secretary may,
pursuant to regulations designed so as not
to discourage any such referrals which are
in the public interest, require such person
to pay all or part of the cost to the Depart-
ment arising by reason of such referral. Such
payments, including advance deposits to
cover such payments, shall be available until
expended for paying (directly or by way of
reimbursement of the applicable currently
available appropriations) such costs and for
refunds in accordance with such regulations.

“Testing or Manufacture of Devices to
Assure Compliance With Standards

“{1) (1) Every manufacturer of a device
subject to a standard under this section
shall assure the Secretary, at such times and
in such form and manner as the Secretary
shall by regulation prescribe, that testing
methods prescribed by the standard show
the device to comply therewith, or that the
device has been manufactured under a pro=
gram of quality control which is in accord
with current good manufacturing practice
(as may be determined by regulations of the
Secretary) designed to assure such compli-
ance.

*“(2) To assure that devices conform to
standards under this section, the Secretary
shall review and evaluate on a continuing
basis testing and other quality control pro-
grams carried out by manufacturers of de-
vices subject to such standards.

“Exemption

“(]) This section shall not apply to any
device intended solely (1) for use In the di-
agnosis, cure, mitigation, treatment, or pre-
vention of disease in animals other than
man or (2) to affect the structure or any
function of the body of such animals.”

CONFORMING AMENDMENTS

Sec. 102. (a) Section 501 of such Act (21
US.C. 351) is amended by adding at the
end thereof the following new paragraph:

“(e) If it 1s, or purports to be or is rep-
resented as, a device with respect to which,
or with respect to any component, part, or
accessory of which, there has been promul-
gated a standard under section 513, unless
such device, or such component, part, or ac-
cessory, is in all respects In conformity with
such standard.”

(b) Sectlon 502 of such Act (21 U.5.C. 352)
is amended by adding at the end thereof
the following new paragraph:

“{q) If it is a device subject to a standard
promulgated under sectlon 513, unless (1)
its labeling bears such instructions and
warnings as may be prescribed in such stand-
ard; and (2) it complies with the require-
ments of section 513(1) (1).”

TITLE II—SCIENTIFIC REVIEW OF
CERTAIN MEDICAL DEVICES

Sec. 201. (a) Section 501 of such Act, as
amended by section 102(a) of this Act, is
further amended by adding at the end there-
of the following new paragraph:

“(f) If (1) it is a device, and (2) such

device, or any component, part, or accessory
thereof, is deemed unsafe or ineffective with-

in the meaning of section 514 with respect to
its use or intended use.” y
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(b) Chapter V of such Act, as amended by
this Act, is further amended by adding at the
end thereof the following new section:

“SCIENTIFIC REVIEW OF CERTAIN MEDICAL
DEVICES
“When Scientific Review Is Required

“Sec. 514, (a) The Secretary may declare
that a device (or type or class of device) shall
be subject to scientific review under this sec-
tion with respect to any particular use or in-
tended use therefore it, after consultation
with the appropriate panel or panels specified
in subsection (b), he finds that the device
(or type or class of device) is used or intended
to be used in life-threatening situations,
that the composition, construction, or
properties of the device (or type or class of
device) is such that, in relation to that use
or intended use, the device (or type or class
of device) may present an unreasonable
hazard, that scientific review may materially
reduce this hazard, and that no more prac-
ticable means to reduce this hazard are
available to the Secretary. The declaration
shall be by regulation (which may be re-
scinded by the Secretary) which shall set
forth and be based upon the findings pre-
scribed by the preceding sentence and find-
ings as described in clauses (I), (II), (III),
and (IV) of section 513(g)(1)(C)(i). A
device (or type or class of device) declared
to be subject to scientific review shall be
deemed unsafe or ineffective for the purpose
of the application of section 501(f) unless
either—

“(1) there is in effect an approval of an
application with respect to such device under
this section,

“(2) such device is exempted by or pur-
suant to subsection (k) of this section, or

“(3) such device is intended solely (A) for
use in the diagnosis, cure, mitigation, treat-
ment, or prevention of disease in animals
other than man or (B) to affect the struc-

ture or any function eof the body of such
animals,

“Standing Advisory Scientific Review Panels

“(b) (1) For the purpose of reviewing ap-
plications filed under subsection (¢), and of
reviewing plans and protocols submitted
under subsection (k) (4), the Secretary shall
establish one or more standing advisory
scientific panels composed of members ap-
pointed by the Secretary. Such members shall
consist of experts qualified by training and
experience to evaluate the safety and effec-
tiveness of devices in the category or class
of devices to be referred to such a panel, in-
cluding appropriate experts from one or more
of the physical or biological sciences and of
the professions of medicine, dentistry, and
engineering. The Secretary shall from time
to time designate one of the members of each
panel to serve as chairman thereof.

“(2) Members of any standing advisory
sclentific panel established under this sub-
section, while attending conferences or meet-
ings of their panels or otherwise serving at
the request of the Secretary, shall be entitled
to recelve compensation at rates to be fixed
by the Secretary but not at rates exceeding
the daily equivalent of the rate specified at
the time of such service for grade GS-18 of
the General Schedule, including travel time;
and while away from their homes or regular
places of business they may be allowed travel
expenses, including per diem in lieu of sub-
sistence, as authorized by section 5703(b)
of title 5 of the United States Code for per-
sons in the Government service employed
intermittently. The Secretary shall furnish
the committee with clerical and other assist-
ance. The members shall not be subject to
any other provisions of law regarding the
appointment and compensation of employees
of the United States.

“Application for Sclentific Review

“{c) (1) Scientific review of a device (or
type or class of device) which has been de-
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clared subject to such review in accordance
with subsection (a) may be obtained by
fillng with the Secretary an application for
his determination of the safety and effective-
ness of the device. The application shall con-
tain (A) full reports of all information, pub-
lished or otherwise available to the appli-
cant, concerning investigations which have
been made to show whether or not such
device is safe and effective for use; (B) a
full statement of the composition, proper-
ties, and construction, and of the principle
or principles of operation, of such device;
(C) a full description of the methods used
in, and the facilities and controls used for,
the manufacture, processing, and, when rele-
vant, packing and installation of such de-
vice; (D) an identifying reference to any
standard, applicable to such device, which
is in effect pursuant to section 513, and ade-
quate information to show that such device
fully meets such standard; (E) such samples
of such device and of the articles used as
components thereof as the Secretary may
require; (F) specimens of the labeling pro-
posed to be used for such device; and (G)
such other information, relevant to the sub-
Jject matter of the application, as the Secre-
tary, upon advice of the appropriate panel
or panels established pursuant to subsection
(b), may require.

*{2) Upon receipt of an application meet-
ing the requirements set forth in paragraph
(1), the Secretary shall refer such applica-
tion to the appropriate panel or panels (es-
tablished pursuant to subsection (b)) for
study and for submission (within such peri-
od, if any, he may establish) of a report
and recommendations, together with all un-
derlylng data and the reasons or basis for
the recommendations. The provisions of sec-
tion T06(d) (2) shall apply with respect to
the material so submitted.

“Conslderation of and Initial
Action on Application

“(d) As promptly as possible, but in no
event later than one hundred and twenty
days after the receipt of an application un-
der subsection (c), unless an additional peri-
od is agreed upon by the Secretary and the
applicant, the Secretary, after considering
the report and recommendations referred to
in paragraph (2) of such subsection, shall—

“{1) approve the application if he finds
that none of the grounds for denying approv-
al specified in subsection (e) applies,

“(2) advise the applicant that the appli-
cation is not in approvable form; and inform
the applicant, insofar as the Secretary deter-
mines to be practicable, of the measures re-
quired to place such application in approv-
able form (which measures may include
further research by the applicant in accord-
ance with one or more protocols prescribed
by the Secretary); or

“(3) deny approval of the application if
he finds (and sets forth the basis of such
finding as part of or accompanying such
denial) that one or more grounds for denial
specified in subsection (e) applies.

“Bases for Approval or Disapproval; Oppor-
tunity for Review

“{e) (1) If, upon the basis of the in-
formation submitted to the Secretary as
part of the application and any other in-
formation before him with respect to such
device, the Secretary finds, after opportunity
to the applicant for the review prescribed by
paragraph (4), that—

“{A) such device is not shown to be safe
for use under the conditions prescribed, rec-
ommended, or suggested in the proposed
labeling thereof;

“(B) the methods used in, and the fa-
cilitles and controls used for, the manu-
facture, processing, and packing and installa-
tion of such device do not conform to the
requirements of section 501(g);

“(C) there is a lack of adequate sclen-
tific evidence that the device will have the
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effect it purporis or is represented to have
under the conditions of use prescribed, rec-
ommended, or suggested in the proposed
labeling thereof;

“(D) based on a fair evaluation of all ma-
terial facts, such labeling is false or mislead-
ing in any particular; or

“(E) such device is not shown to con-
form in all respects to an applicable stand-
ard promulgated under section 513 and in
effect;
he shall issue an order denying approval of
the application and stating the findings up-
on which the order is based. In determining
if a device is shown to be safe for purposes
of this paragraph, the Secretary shall weigh
any benefit to the public health probably
resulting from the use of the device against
any hazard to the public health prohably
resulting from such use.

“(2) As used in this subsection and sub-
section (f), the term ‘adequate scientific evi-
dence’ means evidence consisting of sufficient
well-controlled investigations, Including
clinical investigations where appropriate, by
experts gualified by scientific training and
experience to evaluate the effectiveness of the
device involved, on the basis of which it could
fairly and responsibly be concluded by such
experts that the device will have the effect
it purports or is represented to have under
the conditions of use prescribed, recom-
mended, or suggested in the labeling or pro-
posed labeling thereof.

“(3) For the purposes of thissection, when
a device is Intended for use by a physician,
surgeon, or other person licensed or other-
wise speclally qualified therefor, its safety
and eflectiveness shall be determined in the
light of such intended use.

“(4) (A) An applicant whose application
has been denied approval (either pursuant to
paragraph (3), or in consequence of the Sec-
retary’s finding pursuant to paragraph (2),
of subsection (d)) may, by petition filed on
or before the thirtieth day after the date
upon which he receives notice of such denial,
obtain review thereof in accordance with sub-
section (1). The Secretary shall consider and
give appropriate welght to the report and
recommendations received from the advisory
committee conducting such review under
such subsection.

“(B) In lieu of the review provided by sub-
paragraph (A), such applicant may, for good
cause shown by such petition, obtain a hear-
ing in accordance with section 554 of title
5 of the United States Code.

“Withdrawal of Approval

“(f) (1) The Secretary may, upon obtain-
ing, where appropriate, advice on sclentific
matters from a panel or panels established
pursuant to subsection (b), and after due
notice and opportunity for hearing to the
applicant, issue an order withdrawing ap-
proval of an application with respect to a
device under this section if the Secretary
finds—

“(A) (1) that clinical or other experience,
tests, or other scientific data show that such
device is unsafe for use under the conditions
of use upon the basis of which the application
was approved; or (i1) on the basis of evidence
of clinical experience, not included in or ac-
companying such application and not avall-
able to the Secretary until after the applica-
tion was approved, or of tests by new meth-
ods or by methods not reasonably applicable
when the application was approved, evalu-
ated together with the evidence available to
the Secretary when the application was ap-
proved, that such device Is not shown to be
safe for use under the conditions of use on
the basis of which the applicatlon was ap-
proved;

“(B) on the basis of new information
before him with respect to such device,
evaluated together with the evidence awvail-
able to him when the application was ap-
proved, that there is a lack of adequate
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sclentific evidence that the device will have
the effect it purports or is represented to have
under the conditions of use prescribed, rec-
ommended, or suggested in the labeling
thereof;

“(C) that the application filed pursuant to
subsection (c) contains or was accompanied
by an untrue statement of a material fact;

“(D) that the applicant has failed to es-
tablish a system for maintaining records, or
has repeatedly or deliberately falled to main-
tain records or to make reports, required by
an applicable regulation or order under sub-
section (a) of section 516, or that the ap-
plicant has refused to permit access to, or
copying or verification of, such records as
required by paragraph (2) of such subsec-
tion;

“(E) on the basis of new information be-
fore him, evaluated together with the evi-
dence before him when the application was
approved, that the methods used in, or the
facilities and controls used for, the manu-
facture, processing, packing, or installation
of such device do not conform to the require-
ments of section 501(g) and were not brought
into conformity with such requirements
within a reasonable time after recelpt of
written notice from the Secretary; or

“(F) on the basis of new information
before him, evaluated together with the
evidence before him when the application
was approved, that the labeling of such de-
vice, based on a fair evaluation of all mate-
rial facts, is false or misleading in any par-
ticular and was not corrected within a rea-
sonable time after receipt of written notice
from the Secretary; or

“(G) on the basis of new information be-
fore him, evaluated together with the evi-
dence before him when the application was
approved, that such device is not shown to
conform in all respects to an applicable
gtasndard promulgated pursuant to section

18.

“(2) If the Secretary (or in his absence
the officer acting as Secretary) finds that an
imminent health or safety hazard is in-
volved, he may by order suspend the ap-
proval of such application immediately and
give the applicant prompt notice of his ac-
tlon and afford the applicant an opportu=
nity for an expedited hearing under this
subsection. Such authority to suspend the
approval of an application may not be dele-
gated.

*“(3) Any order under this subsection shall
state the findings upon which it 1s based.

“Authority to Revoke Adverse Orders

“(g) Whenever the Secretary finds that the
facts so require, he shall revoke an order
under subsection (e) or (f) denying, with-
drawing, or suspending approval of an ap-
plication or reinstate such approval, as may
be appropriate.

“Service of Secretary's Orders

“(h) Orders of the Secretary under this
section shall be served (1) in person by
any officer or employee of the Department
designated by the Secretary or (2) by mail-
ing the order by registered matl or certified
mail addressed to the applicant at his last
known address In the records of the Secre-
tary.

“Referral to Independent Advisory
Committee

*“(1) (1) A person who has filed an appli-
cation under subsection (¢) may petition the
Secretary, in accordance with subparagraph
(A) of subsection (e)(4), to refer such ap-
plication, or the Secretary’s action thereon,
to an advisory committee of experts for a re-
port and recommendations with respect to
any question therein involved which re-
quires the exercise of scientific judgment.
Upon such petition, or if the Secretary on his
own initiative deems such a referral neces-
sary, the shall appoint an advisory
committee and shall refer to it, together
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with all the data before him, the question
so involved for study thereof and a report
and recommendations thereon. The provi-
sions of the first and second sentences of
section 706(b) (5) (C) (i1) shall apply to such
report and recommendations. The applicant,
as well as representatives of the Depart-
ment, shall have the right to consult with
such advisory committee, and such advisory
committee is authorized to consult with any
person, in connection with the question re-
ferred to it.

“(2) Section 513(h) (2) shall apply to the
appointment, compensation, staffing, and
procedure of any such advisory committee,

“(3) Paragraph (3) of section 513(h) shall
also apply in the case of a referral to an
advisory committee under this subsection.

“JUDICIAL REVIEW

“(}) The applicant may, by appeal taken
in accordance with section 505(h), obtain
judicial review of a final order of the Secre-
tary denying or withdrawing approval of an
application filed under subsection (¢) of this
section. Judicial review of such final order
shall not be denied upon the ground that
the petitioner has failed to avail himself of
the review or hearing provided by subsec-
tion (e) (4).

“EXEMPTION FOR INVESTIGATIONAL USE

“(k) (1) It is the purpose of this subsec-
tion to encourage, to the maximum extent
with the protection of the public health and
safety and with professional ethics, the dis-
covery and development of useful devices and
to that end to maintain optimum freedom
for individual scientific investigators in their
pursut of that objective.

“(2) Subject to the succeeding paragraphs
of this subsection, there shall be exempt from
the requirement of approval of an applica~
tion under the foregoing provisions of this
section any device which is intended solely
for investigational use (in a hospital, labora-
tory, clinie, or other appropriate scientific
environment) by an expert or experts quali-
fied by sclentific training and experience to
investigate the safety and effectiveness of
such device.

*(8) The Secretary shall promulgate regu-
lations relating to the application of the ex-
emption referred to In paragraph (2) to any
device which is intended for use in the clin-
ical testing thereof upon humans, in de-
veloping data required to support an appli-
cation under subsection (¢).

“{4) Such regulations may provide for
conditioning the exemption in the case of a
device intended for such use, upon—

“(A) the submission, by the manufacturer
of the device or the sponsor of the investiga-
tion, of an outline of the plan of initial
clinical testing—

“{i) to a local institutional review com-
mittee which has been established to super-
vise cliniecal testing in the faclility where the
initial clinical testing is to be conducted, the
composition and procedures of which com-
ply with regulations of the Secretary, for
review and approval as being adequate to
justify the commencement of such testing,
or

“(11) if no such committee exlsts or if the
Secretary finds that the process of review by
such committee is inadequate or that pro-
tection of health and safety so requires
(whether or mnot the plan has been ap-
proved by such committee), to the Secre-
tary for review by the appropriate panel or
panels established pursuant to subsection
(b) and approval by the Secretary as being
adequate to justify the commencement of
such testing;

“(B) prompt notification to the Secretary
by such manufacturer or sponsor (in such
manner as the Secretary prescribes) of ap-
?f;:m of any plan pursuant to clause (A)

“(C) the submission, by the manufacturer
of the device or the sponsor of the investi-
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gation, of an adequate protocol for cliniecal
testing to be conducted by separate groups
of investigators under essentially the same
protocol, together with a report of prior in-
vestigations of the device (including, where
appropriate, tests on animals) adequate to
justify the proposed testing, either (1) to a
local institutional review committee for re-
view and approval in accordance with the
provisions of clauses (A) (i) and (B), or (ii)
to the SBecretary for review and approval in
accordance with the provisions of clause (A)
(ii) if such testing involves facilities in
which no such committee exists, or facili=-
ties served by more than one local institu-
tional review committee if such committees
are unable to agree on the adequacy of the
submission;

“(D) the obtaining, by the manufacturer,
of the device or the sponsor of the investiga-
tion, if the device is to be distributed to in-
vestigators for testing, of a signed agreement
from each of such investigators that humans
upon whom the device 1s to be used will be
under such investigator’s personal supervi-
sion or under the supervision of investiga-
tors responsible to him;

“(E) the establishment and maintenance
of such records, and the making of such re-
ports to the Secretary, by the manufacturer
of the device or the sponsor of the investiga-
tion, of data (including but not limited to
analytical reports by investigators) obtained
as a result of such investigational use of the
device, as the Secretary finds will enable him
to evaluate the safety and eflectiveness of
the device In the event of the filing of an
application pursuant to subsection (c); and

“(F) such other conditions relating to the
protection of the public health and safety as
the Secretary may determine to be necessary.
Nothing in this subsection shal] be construed
to require any clinical investigator to sub-
mit directly to the Secretary reports on the
investigational use of devices.

“(5) Such regulations shall condition such
exemption upon the manufacturer of the de-
vice, or the sponsor of the investigation, re-
quiring that investigators using the device
certify to such manufacturer or sponsor that
they—

“(A) will inform individuals upon whom
such device or any controls in connection
therewith are used, or the representatives of
such individuals, that the device is being
used for investigational purposes, and

“(B) will obtain the consent of such indi-
viduals or representatives, except where such
investigators deem it not feasible or, in their
professional judgment, contrary to the best
interest of such individuals.

*(6) Whenever the Secretary determines
that a device is being or has been shipped or
delivered for shipment in interstate com-=-
merce for investigational testing upon hu-
mans, and that such device is subject to the
preceding subsections of this section and
fails to meet the conditions for exemption
therefrom for investigational use, he shall
notify the sponsor of his determination and
the reasons therefor, and the exemption will
not thereafter apply with respect to such in-
vestigational wuse wuntil such failure is
corrected.

“(T) In determining whether this subsec-
tion is applicable to any device and, if so,
whether there has been compliance with the
conditions of exemption, or upon application
for reconsideration of any such determina-
tion, the Secretary shall, if so requested by
the sponsor of the investigation, or may on
his own initiative, obtain the advice of an
appropriate expert or experts who are not
otherwise, except as consultants, engaged in
the carrying out of this Act.

“(1) (1) If, on the day immediately prior
to the date upon which a device is declared
to be subject to scientifie review under this
section, the device was in use in the diag-
nosls, cure, mitigation, treatment, or preven=-
tion of disease in man, or for the purpose of
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affecting the structure or any function of the
body of man, section 501(f) shall become ef-
fective with respect to such preexisting use
or uses of such device on the closing date
(as defined in paragraph (2) of this sub-
section) or, if sooner, on the effective date
of an order of the Secretary approving or
denying approval of an application with re-
spect to such use of the device under this
sectlion.

“(2) For the purposes of this subsection,
the term ‘closing date’ means, with respect
to a device, the first day of the thirty-first
calendar month which begins after the
month in which the device is declared to be
subject to scientific review under this sec-
tion, except that, if in the opinion of the
Becretary it would not involve any undue risk
to the public health, he may on application
or on his own initiative postpone such clos-
ing date with respect to any particular use or
uses of & device until such later date (but
not beyond the close of the sixtieth month
after the month of such declaration) as he
determines is necessary to permit comple-
tion, in good faith and as soon as reasonably
practicable, of the scientific investigations
necessary to establish the safety and effec-
tiveness of such use or uses. The Secretary
may terminate any such postponement at
any time if he finds that such postpone-
ment should not have been granted or that,
by reason of a change in circumstances, the
basis for such postponement no longer exists
or that there has been a fallure to comply
with a requirement of the Secretary for sub-
mission of progress reports or with other
conditions attached by him to such post-
ponement.”

PROHIBITED ACTS

Sec. 202. (a) Paragraph (e) of section 301
of such Act is amended (1) by striking out
“or" before “512(}), (1), or (m)", and (2)
by inserting *, 514(k), or 516(a)" after “512
(), (1), or (m)".

(b) Paragraph (]) of section 301 of such
Act is amended by inserting *“514, 516,” im-
mediately after “512,".

{c) Paragraph (1) of such section 301 is
amended (1) by inserting “or device" after
the word “drug” each time it appears there-
in, and (2) by striking out “505," and insert-
ing in lieu thereof “505 or 514, as the case
may be,”.

TITLE NI—NOTIFICATION OF DEFECTIVE
DEVICES; REPAIR OR REPLACEMENT
BEc. 301. Chapter V of such Act, as amended

by sections 101 and 201(b) of this Act, is

further amended by adding at the end there-
of the following new section:

“NOTIFICATION OF DEFECTS IN, AND REFAIR OR

REPLACEMENT OF, DEVICES

“Sec. 515. (a) (1) Every person who acquires
information which may reasonably be under-
stood to show that a device produced, assem-
bled, or imported by him (A) contains a de-
fect which is lkely to create a substantial
risk to the health or safety of any person,
or (B) on or after the effective date of an
applicable standard promulgated pursuant to
section 513 fails to comply with such stand-
ard, shall immediately notify the Secretary
of such defect or failure to comply if such
device has left the place of manufacture and
shall, except as otherwise provided by para-
graph (3) of this subsection, with reason-
able promptness furnish notification of such
defect or failure (C) by malil to any pur-
chaser not for sale of such device (where
known to such person), and (D) by mail or
other more expeditious means to the dealers
or distributors to whom such device was
delivered.

*(2) The notifications required by para-
graph (1) of this subsection shall contain
a clear description of such defect or failure
to comply, an evaluation of the hazard re-
lated thereto, and a statement of the meas-
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ures to be taken to correct such defect or
failure.

*(3) The Secretary shall by regulation pre-
scribe a procedure for the exemption or par-
tial exemption of any person from the re-
quirements of paragraph (1) of this subsec-
tion (other than notification to the Sec-
retary) if the Secretary finds, upon applica-
tion of such person, that the defect or fallure
to comply is not such as to create a signifi-
cant risk to the health or safety of any per-
son.

“(4) A dealer or distributor who is notified
under paragraph (1) of a defect or fallure
of a device shall furnish to the manufacturer
or importer from whom he obtained the de-
vice such information (at such times and in
such manner and form as the Secretary may
by regulation prescribe) as may be necessary
to identify and locate each purchaser not for
sale of the device.

“(b) Every person required to furnish the
notification (other than to the Secretary)
specified in paragraph (2) of subsection (a)
shall submit to the Secretary upon his re-
quest a copy of all notices, bulletins, and
other communiecations to the dealers or dis-
tributors of such person or to purchasers not
for sale of devices of such person regarding
any such defect in such device or any such
fallure to comply with a standard applica-
ble to such device. The Secretary shall dis-
close to the public so much of the informa-
tion contained in such communications or
other relevant information in his possession
as he deems will assist in carrying out this
Act, but he shall not disclose any informa-
tion which contains or relates to a trade
secret.

“{c) If any device contains a defect which
relates to the safety or effectiveness of the
device or fails to comply with an applicable
standard promulgated pursuant to section
513, and the notification specified in para-
graph (2) of subsection (a) is required to be
furnished on account of such defect or
failure, the producer, assembler, or importer
of such device may be required by the Secre-
tary, without charge, to—

“(1) bring such device into conformity
with such standard or remedy such defect
and provide reimbursement for any reason-
able and necessary expenses incurred in
connection with having such device brought
into conformity or having such defect rem-
edied; or

*“(2) replace such device with a like or
equivalent device which complies with each
applicable standard promulgated under sec-
tion 513 and which has no defect relating
to its safety or effectiveness; or

“(3) refund the purchase price of such
device upon tender of the device by the
owner, less a reasonable allowance for de-
preciation, and provide reimbursement for
any reasonable and necessary expenses in-
curred in its return.

The producer, assembler, or importer shall
take the action required under this sub-
section in such manner, and with respect to
such persons, as the Secretary may by regu-
lation prescribe.

“(d) The remedies provided for in this sec~
tion shall be in addition to and not in sub-
stitution for any other remedies provided by
law,

“(e) This section shall not apply to any
individual device that was manufactured be-
fore the date of the enactment of the Medi-
cal Device SBafety Act.”

PROHIBITED ACTS

SEc. 302. Section 301 of such Act, as amend-
ed by section 202 of this Act, is further
amended by adding at the end thereof the
following new paragraph:

*(q) (1) The fallure or refusal to furnish
any notification or other material or in-
formation as required by section 5156 or
516(c); or (2) the failure or refusal to com-~
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ply with any requirement prescribed under
authority of section 515(c).”
CONFORMING AMENDMENT

Sec. 303, Section 502(j) of such Act is
amended by inserting “or manner" after
““dosage”’.

TITLE IV—REQUIREMENT OF GOOD

MANUFACTURING PRACTICE

Bec. 401. Section 501 of the Federal Food,
Drug, and Cosmetic Act (21 US.C. 351), as
amended by sectlions 102 and 201 of this Act,
is further amended by adding at the end
thereof the following new paragraph:

"“(g) If it is a device and the methods
used in, or the facilities or controls used for,
its manufacture, processing, packing, hold-
ing, or installation do not conform to, or are
not operated or administered in conformity
with, current good manufacturing practice as
determined by regulations of the Secretary
under section 701(a) to assure that such de-
vice is safe."

TITLE V—RECORDS AND REPORTS; IN-
SPECTION AND REGISTRATION OF ES-
TABLISHMENTS; OFFICIAL NAMES

Sec. 501. Chapter V of the Federal Food,
Drug, and Cosmetic Act (21 US.C, ch. 9,
subch. V) is further amended by adding at
the end thereof the following new section:®

“RECORDS AND REPORTS ON DEVICES

“Sec. 516. (a) (1) Every person engaged in
manufacturing, processing, or distributing,
a device that is subject to a standard pro-
mulgated under section 513, or with respect
to which there is in effect an approval under
section 514 of an application filed under sub-
section (¢) thereof, shall establish and main-
tain such records, and make such reports to
the Becretary, of data relating to clinical ex-
perience and other data or information, re-
ceived or otherwise obtained by such per-
son with respect to such device, and bearing
on the safety or effectiveness of such device,
or on whether such device may be adulterated
or misbranded, as the Secretary may by gen-
eral regulation, or by special regulation or
order applicable to such device, require. In
prescribing such regulations or issuing such
orders the Secretary shall have due regard
for the professional ethics of the medical
profession and the interests of patients and
shall provide, wherever he deems it appropri-
ate, for the examination, upon request, by the
persons to whom such regulations or orders
are applicable, of similar information received
or otherwise obtalned by the Secretary.

“(2) Every person required under this
subsection to maintain records, and every
person in charge or custody thereof, shall,
upon request of an officer or employee de-
signated by the Secretary, permit such of-
ficer or employee at all reasonable times to
have access to and copy and verify such
records.

“(b) Subsection (a) shall not apply to—

(1) practitioners licensed by law to pre-
scribe or administer drugs and devices and
who manufacture or process devices solely
for use in the course of their professional
practice;

*(2) persons who manufacture or process
devices solely for use in research or teach-
ing and not for sale;

“(8) such other classes of persons as the
Secretary may by or pursuant to regulation
exempt from the application of this sub-
section upon a finding that such application
is not necessary to accomplish the purposes
of this subsection.

“(c) Every person engaged in manufactur-
ing a device subject to this Aet shall provide
to the Secretary upon his request such tech-
nical data and other data or information
with respect to such device as may be rea-
sonably required to carry out this Act.”

INSPECTION RELATING TO DEVICES
Sec. 502. (a) The second sentence of sub-
section (a) of section 704 of such Act (21
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U.S.C. 374) i1z amended by inserting “or
prescription devices" after “prescription
drugs” both times it appears.

(b) The third sentence of such subsection
is amended (1) by striking out “for pre-
scription drugs”, (2) by striking out “and
antibiotic drugs” and inserting in lieu
thereof, “antibiotic drugs, and devices", (3)
by striking out “or section 507(d) or (g)"
and inserting in lieu thereof, “section 507(d),
or (g), section 514(k), or sectlon 516", and
(4) by inserting “or devices” after “other
drugs”, inserting “or of a device subject to
section 514" after “new drug”, and insert-
ing "“or section 516" after “section 505(])".

(e) (1) Paragraph (1) of the sixth sentence
of such subsection is amended by inserting
“or devices" after “drugs” each time such
term occurs.

(2) Paragraph (2) of that section 1is
amended by inserting *, or prescribe or use
devices, as the case may be,” after "ad-
minister drugs"”; and by inserting “, or manu-
facture or process devices,” after “process
drugs."”

(3) Paragraph (3) of that section is
amended by inserting *, or manufacture or
process devices,” after “process drugs”.

REGISTRATION OF DEVICE MANUFACTURERS;

OFFICIALS NAMES OF DEVICES

Sec. 503. (a) Section 510 of such Act (21
U.8.C. 360) is amended as follows:

(1) The section heading is amended by in-
serting “AND DEVICES"” after “DRUGS".

(2) Subsection (a)(1) is amended by in-
serting “or device package" after “drug pack-
age”; by Inserting *or device” after “the
drug"”; and by inserting “or user” after “con-
sumer”.

(3) Bubsection (b) is amended (A) by in-
serting “, or of a device or devices,” after
“drug or drugs”, and (B) by adding at the
end thereof the following: “If any such

establishment is engaged in the manufac=
ture, preparation, propagation, compound-

ing, or processing of any device, such person
shall also comply with the requirements of
subsection (j) of this section.”

(4) Subsection (c) is amended (A) by in-
serting “, or of a device or devices,” after
“drug or drugs”, and (B) by adding at the end
thereof the following: “If such establishment
is engaged in the manufacture, preparation,
propagation, compounding, or processing of
any device, such person shall also comply
with the requirements of subsection (j) of
this section.

(6) Subsection (d) 1s amended to read
as follows:

“(d) (1) Every person duly registered in
accordance with the foregoing subsections of
this section shall immediately register with
the Secretary any additional establishment
which he owns or operates in any State and
in which he begins the manufacture, prep-
aration, propagation, compounding, or proc-
essing of a drug or drugs, or of a device or
devices. If any device is manufactured, pre-
pared, propagated, compounded, or proc-
essed in such additional establishment, such
person shall also comply with the require-
ments of subsection (]) of this section.

“(2) Every person who is registered with
the Secretary pursuant to the first sentence
of subsection (b) or (c) or paragraph (1) of
this subsection, but to whom the second sen-
tence of subsection (b) or (e¢) or of para-
graph (1) of this subsection did not apply at
the time of such registration, shall, if any
device 1s thereafter manufactured, prepared,
propagated, compounded, or processed in any
establishment with respect to which he is so
registered, immediately file a supplement to
such registration with the Secretary indicat-
ing such fact and shall also comply with the
requirements of subsection (j) of this sec-
tion.”

(8) Subsectlon (g) is amended by insert-
ing “or devices” after “drugs” each time such
term occurs in paragraphs (1), (2), and (3)
of such subsection.
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(7) The first sentence of subsection (i) is
amended by inserting “, or a device or de-
vices,” after “drug or drugs"; and the second
sentence of such subsection is amended by
inserting “shall require such establishment
to provide the information required by sub-
section (J) in the case of a device or devices
and" immediately before “shall include”, and
by inserting “or devices™ after “drugs”.

(8) A new subsection (j) is added at the
end of such section 510 to read as follows:

“() (1) Every person who registers with
the Secretary under subsection (b), (¢), or
(d) shall, at the time of registration under
any such subsection, file with the Secretary
a list of all devices (by established name as
defined in section 502(e) (4) and by any pro-
prietary name) which are being (or, in the
case of a person who registers under subsec-
tion (e¢) or (d), proposed to be) manufac-
tured, prepared, propagated, compounded, or
processed In each establishment included in
such registration. Such list shall be prepared
in such form and manner as the Secretary
may by regulation prescribe.

“(2) Every person registered under this
section shall—

“(A) upon first engaging in the manufac-
ture, preparation, propagation, compounding,
or processing of a device not contained in any
1list filed by such person under paragraph (1)
of this subsection:

“(B) upon ceasing or discontinuing the
production or availability of any device being
manufactured, prepared, propagated, com-
pounded, or processed by him in any estab-
lishment, or

“(C) upon resumption of the manufac-
ture, preparation, propagation, compound-
ing, or processing of such device after such
cessation or discontinuance,

notify the Secretary of such fact at such
time and in such manner as the Secretary
may by regulation prescribe and shall in-
clude with such notice the information re-
quired by paragraph (1) of this subsection
(and, in the case of a person to which sub-
paragraph (C) of this paragraph (2) ap-
plies, the reasons for such cessation or dis-
continuance).”

(b) Subsection (p) of section 301 of such
Act (21 U.S.C, 3831) is amended to read as
follows:

“(p) The failure to register in accordance
with section 510; the failure to provide any
information required by section 510()); or
the failure to provide a notice required by
section 510(})) (2).”

(¢c) Subsection (o) of section 502 of such
Act (21 U.8.C, 3562) is amended by striking
out is a drug and™.

(d) The second sentence of section 801(a)
of such Act (21 U.S.C. 381(a)) is amended
by inserting “or devices" after “drugs” both
times such words appear.

(e) (1) Subparagraph (1) of section 502(e)
of such Act (21 U.S.C. 362(e)) is amended
by striking out "“subparagraph (2)" and in-
serting in lieu thereof “subparagraph (3)".

(2) Subparagraph (2) of section 502(e) of
such Act (21 U.S.C. 352(e)) is redesignated
as subparagraph (3) and is amended by
striking out “this paragraph (e)” and insert-
ing in lieu thereof “subparagraph (1)".

(3) There is added to such paragraph (e)
& new subparagraph (2) as follows:

*(2) If it is a device, unless its label bears,
to the exclusion of any other nonproprietary
name, the established name (as defined in
subparagraph (4)) of the device, if such
there be, prominently printed in type at least
half as large as that used thereon for any
proprietary name or d@esignation for such
device: Provided, That to the extent compli-
ance with the requirements of this subpara-
graph is impracticable, exemptions shall be
established by regulations promulgated by
the Secretary."

(4) There is further added to such para-
graph a new subparagraph (4) as follows:

“(4) As used in subparagraph (2), the
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term ‘established name’, with respect to a
device, means (A) the applicable official
name designated pursuant to section 508, or
(B) if there is no such name and such device
is an article recognized in an official com-
pendium then the official title thereof in
such compenduim, or (C) if neither clause
(A) mnor clause (B) of this subparagraph
applies, then the common or usual name of
such device, if any.”

(f) Section 508 of such Act (21 U.S.C. 358)
is amended (1) in subsections (a) and (e)
by adding "'or device” after “drug’ each time
it appears; (2) in subsection (b) by adding
after “all supplements thereto,” the follow-
ing: “and at such times as he may deem
necessary shall cause a review to be macde of
the official names by which devices are iden-
tified in any official compendium, and all
supplements thereto”; (3) In subsection
(c)(2) by adding "or device" after “single
drug”, and by adding "or to two or more
devices which are substantially similar in
design and purpose” after "purity,”; (4) in
subsection (e¢)(3) by adding “or device"
after “useful drug”, and after "“drug or drugs"™
each time it appears; and (5) in subsection
(d) by adding “‘or devices” after “drugs”.

(g) Section 301 of the Drug Amendments
of 18062 (76 Stat. 793) is amended by insert-
ing “and devices” after “drugs” each time
such word appears, except that “or devices™
is inserted after “which drugs" and after
“intrastate commerce in such drugs’.

TITLE VI—GENERAL PROVISIONS
Apvisory CoUNcIL oN DEevices, Erc.

Sec. 601. Chapter VII of the Federal Food,
Drug, and Cosmetic Act is amended by add-
ing at the end thereof the following new
section:

“ADVISORY COUNCIL ON DEVICES, AND OTHER
ADVISORY COMMITTEES

“Sec. T08. (a) For the purpose of advising
the Secretary with respect to matters of pol-
icy in carrying out the provisions of this Act
relating to devices, there is established in
the Department an 