Patent Bill Returns Bright Idea to Inventor

When your innovative idea gets tied
up by piles of paperwork and months of
delay as Washington dawdles over
whether to let you market the thing or
not, nasty thoughts about U.S. patent
policy are never far off.

Just ask Sydney E. Salmon, a biomed-
ical researcher at the University of Ari-
zona. In 1977, Salmon and another scien-
tist found that by growing human tumor
cells in a Petri dish and adding anticancer
drugs, they could predict what drug or
combination of drugs would best shrink a
patient’s tumor. The method could also
be used to screen the effectiveness of
new anticancer drugs.

Salmon wanted to patent the tech-
nique. But since the salary of one re-
searcher in the lab was paid by the De-
partment of Health, Education, and Wel-
fare (HEW), all rights reverted to the
agency. To make sure the method did
not just sit on a government shelf,
Salmon on 5 July 1977 asked HEW for
the patent rights, and on 29 July pub-
lished his results in Science. An editorial
in the New England Journal of Medicine
soon took note of the technique, and
even Time ran a story on it. Not long af-
terwards, drug companies showed up at
Salmon’s door, wanting to market the
method. HEW, however, had not yet
ruled on the patent rights, and the com-
panies soon lost interest. It took until
March of this year—in all some 20
months—before HEW finally decided to
hand over the rights. The drug com-
panies are only now starting again to ask
about licensing the patent rights.

““This invention will spare cancer pa-
tients from receiving toxic drugs which
we can predict would be of no benefit,”
Salmon recently told a Senate hearing.
““Yet this slow process of gaining HEW
approval delayed its availability to the
public by at least 1 year.”

It is an oft-told tale on Capitol Hill
these days. A steady stream of inventors
has been showing up at hearings to com-
plain about the bureaucratic knots that
tie up the transfer of patents derived
from federally funded research. Their
goal is to boost new legislation,- and it
seems to be working. Support has been
building for a Senate bill that would auto-
matically give patent rights to universi-
ties and small businesses. The bill, the
University and Small Businesses Patent

SCIENCE, VOL. 205, 3 AUGUST 1979

And in the process it would help federally funded
inventors and their institutions to pick up a little cash

Procedures Act (S.414), is coauthored by
Birch Bayh (D-Ind.), chairman of the
Senate Judiciary Committee’s subcom-
mittee on the Constitution, and Robert
Dole (R-Kan.).

The bill would let any federally funded
university or small business make some
money off their bright ideas. Say, for in-
stance, that a researcher on a Depart-
ment of Energy (DOE) grant came up
with a cost-efficient way of converting
coal into gasoline. Under the bill, the in-
venting organization could apply for a
patent—without waiting for permission
from DOE—and then license the idea to
a company for up to 8 years. A portion
of the money made during commer-
cialization would be returned to the in-
venting organization with the stipulation
that the funds, over and above adminis-
trative expenses and a fee to the inven-
tor, be used to support further scientific
research.

Not only university researchers are
backing the bill. A study by the Depart-
ment of Commerce has recommended
the exclusive licensing of patents derived
from federally funded research. The
General Accounting Office (GAO) has
come out in favor of the Bayh-Dole legis-

businessmen. Of the 30,000 inventions
now in the government’s patent portfo-
lio, an estimated 4 percent have been li-
censed, and even fewer make it to mar-
ket. One reason is that the government
insists on issuing ‘‘nonexclusive’ li-
censes—which means that any number
of companies can jump in along the road
to development and marketing (though
few take the chance). Another reason,
say many researchers, is that the govern-
ment doesn’t know how to market an in-
vention. The further one goes from the
source of the idea, the inventor, the less
one knows about how to put it to work.

The government is not all thumbs,
however. To help cut through this web,
federal agencies over the years have
worked out agreements with certain uni-
versities that show a knack for peddling
their inventions to companies that will
produce them. Called Institutional Pat-
ent Agreements (IPA), they allow a
university to become the owner of a pat-
ented invention resulting from federally
funded research and to give an exclusive
license to a company for up to 5 years.
IPA’s are few and far between, however.
They are in place at only 72 HEW grant-
ee institutions and, out of 1200 institu-

Critics of such legislation, who in the
past have railed about the “giveaway of
public funds,” have grown unusually quiet.

lation. And the critics of such legislation,
who in the past have railed about the
‘‘giveaway of public funds,”” have grown
unusually quiet. The reason seems clear.
Industrial innovation has become a buzz
word in bureaucratic circles. The White
House, for instance, is about to release a
study on how to cure the alleged decline
in the innovative spirit within U.S. in-
dustry. The patent-transfer people have
latched onto this issue. It is about time,
they say, to cut the red tape that saps the
incentive to be inventive.

The way things currently stand, the in-
centive is indeed small. Years can slip by
before a funding agency decides whether
or not to return patent rights to an inven-
tor’s organization, and, as often as not,
the agencies decide to hold on tight. The
agencies, moreover, prove to be poor

tions that receive National Science
Foundation funds, they are in place at
about 20. And not many more are ex-
pected, since the agencies are con-
servative in identifying institutions that
have what it takes to promote tech-
nology transfer.

The Bayh-Dole bill goes beyond the
IPA concept in that it makes no dis-
tinction between institutions that have a
knack for marketing their inventions and
those that do not. It says any university
or small business can manage its own in-
vention better than the government can.
The IPA, moreover, is limited to inven-
tions discovered on government grants,
not contracts. Not so with Bayh-Dole.
Most everyone on any kind of funding is
covered, with the exception of big busi-
ness, and that is mostly for tactical rea-
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sons. ‘“We’d like to extend it to every-
body,’’ said one Senate aide, ‘‘but if we
did, the bill would never have a chance
of passing.”” Such was the situation sev-
eral years ago when similar patent legis-
lation that applied to all businesses was
introduced. Consumer advocates and
trustbusters at the time cried giveaway
and monopoly, and the bill soon died.

To further mute critics this time
around, the Bayh-Dole bill also has a
payback clause. This would provide a
payment to the federal agency that fund-
ed the project, provided the patent
proved to be a money-maker. It would
give the government 50 percent of all net
income above $250,000 received by a
university from licensing an invention—
not to exceed, however, the amount of
government funding in the first place. It
sounds straightforward, but some re-
searchers see problems with it. “‘In ar-
riving at a remuneration formula, is the
government support to be determined on
the basis of one year? Two years? Ten
years?’’ asked Baruch S. Blumberg, a
Nobel laureate who recently testified on
behalf of the bill. ‘**Some grants are now
in their 20th year. Resolution of this
question could become an accounting
nightmare.”

Despite such problems, which accord-
ing to Senate aides will be ironed out in
conference, the bill has gained consid-
erable congressional support. It has 28
cosponsors that range the political spec-
trum from Senator George McGovern
(D-S.D.) to Senator Strom Thurmond
(R-S.C.). Identical legislation (H.R.2414)
has been introduced in the House by Pe-
ter Rodino (D-N.J.), chairman of the
House Judiciary Committee.

The GAO has also given its seal of ap-
proval to the bill. *“We believe a clear
legislative statement of uniform, govern-
ment-wide patent policy is long over-
due,’’ said Elmer B. Staats, Comptroller
General, in testimony before Senator
Bayh’s subcommittee on the Constitu-
tion. He noted, moreover, that a recent
GAO study showed that HEW and other
departments have been moving from
what was once a liberal policy on the
transfer of patent rights to one that is
much more conservative. He said ‘‘an
easing of the red tape leading to determi-
nations of rights in inventions would
bring about an improvement of this rec-
ord.”

In a move that may gain Administra-
tion support for the bill, a Commerce De-
partment study has backed the idea of
granting exclusive licenses from federal-
ly funded research. The recommenda-
tions grew out of an Administration do-
mestic policy review on problems with

industrial innovation. ‘‘If the results of
federally sponsored R & D do not reach
the consumer in the form of tangible ben-
efits, the government has not completed
its job and has not been a good steward
of the taxpayer’s money,”’ said the advi-
sory subcommittee on patents and infor-
mation chaired by Robert Benson of Al-
lis-Chalmers Corp. ‘‘The right to exclude
others conferred by a patent or an exclu-
sive license under a patent may be the
only incentive great enough to induce the
investment needed for development and
marketing of products.”’

Foes of the legislation are few, but
they do exist. One is Admiral Hyman
Rickover, the Navy’s veteran apostle of
nuclear-powered ships. The reason so
many government-owned patents are not
used, he recently told a Senate hearing,
is that the vast majority of them are
worthless. ‘‘These patents are filed de-
fensively, or as status symbols. Other
times an inventor simply misjudges the
attractiveness of his ideas. ... In my
opinion, the bill overemphasizes the im-
portance of patents, and, if enacted,
would divert attention and resources of
the government agencies away from
their main functions.”’

Rickover also criticized as cosmetic a
provision in the bill for march-in rights
(which let the government take back the
patent if it feels a discovery is being mar-
keted too slowly). The government has
had march-in rights since 1963, he said,
but it has never used them. ‘“To be in a
position to exercise these rights a gov-
ernment agency would have to stay in-
volved in the plans and actions of its pat-
ent holders and check up on them. If a
government agency ever decided to ex-
ercise its march-in rights and the patent
holder contested the action, no doubt the
dispute would be litigated for years.”’

Though Rickover came down hard
against the bill, other traditional foes of
such legislation have eased up. The Jus-
tice Department, usually hostile to any-
thing that smacks of monopoly, says it is
reassessing its position. An aide to Sena-
tor Russell Long (D-La.), a veteran
backer of government-held patents, has
told Bayh’s staff that the senator will not
“‘actively oppose’’ the bill. And Senator
Gaylord Nelson (D-Wis.), a longtime
foe who asked the Administration to sus-
pend new rules for IPA’s last year so he
could hold hearings to see if they were a
‘‘giveaway’’ of public funds, is not ac-
tively opposing the bill, according to his
staffers.

With the opposition not putting up
their usual fight, is the bill a sure thing?
Not quite, say several Senate aides.

Continued on page 476
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FDA Bans Speed
in Diet Pills

The sale of amphetamines, the
much-abused stimulants, will be cut
back by 80 percent or more if a deci-
sion made by the Food and Drug Ad-
ministration (FDA) on 16 July is made
to stick. The FDA announced that, if
no valid objections are filed before 16
August, it will ban the use of ampheta-
mines and methamphetamines as an
aid to dieting because they have little
beneficial effect and pose a significant
risk to public health. The FDA decided
that the drugs should be given only to
patients with a clear need for them—
primarily those suffering from narco-
lepsy (uncontrollable sleepiness) and
childhood hyperactivity.

Other countries took this step years
ago, and Canada reports that, since it
took action in 1971, the volume of am-
phetamines used for diet control has
declined from 757 kilograms a year to
0.710 kilogram. The corresponding
figure for the United States is about
2180 kilograms. The FDA has been
trying to accomplish a similar ban for
nearly 8 years, but unlike the Cana-
dian government, it has become en-
tangled in lengthy negotiations with
U.S. amphetamine makers. No com-
panies in Canada make the drug.

John Griffith of the addiction re-
search center at the National Institute
on Drug Abuse has reported that
“speed” is not much better than a pla-
cebo in diet control. This finding is
published in the FDA Federal Regis-
ter notice of 17 July. The notice also
summarized the findings of Lester
Grinspoon, associate professor of
psychiatry at Harvard: “After the 3- to
4-week euphoric high, which may
cause diminished food intake and
consequent weight loss, ampheta-
mines are no longer effective as ano-
rectics unless the user increases the
dose, thus initiating a pattern of
abuse.” The average weight loss dur-
ing the first weeks is less than 10
pounds, which is of no help to a clini-
cally obese person, particularly since
the effect is short-term. If the pre-
scription is canceled after a few
weeks—as good medical practice re-
quires—the patient often suffers a
“rebound,” eating more than before to
compensate for the sudden feeling of
deprivation.
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Continued from page 474

They concede that the biggest hurdle to
overcome is the weight of conventional
wisdom. It goes something  like this.
Such a bill would permit the founding of
monopolies that can charge high prices
for the fruits of tax-aided research. It’s a
free lunch, say the critics, and it’s not
fair. One Senate aide who was skeptical
of the bill put it this way. ‘At the stroke
of a pen,” he said, ‘‘you are creating bil-
lions of dollars of property that did not
exist before, property that is created
with taxpayer support. We are not about
to jump on the bandwagon. We have an

obligation to the public and to other pat-
ent holders. We want to make sure this is
good public policy before we start tout-
ing its wonders.”’

For more than 30 years, the govern-
ment has operated on the assumption
that the economic rewards from federal-
ly funded R & D should be captured by
the government, or shared only grudg-
ingly with others, since public funds
were used. Hence, the government’s col-
lection of 30,000 patents. That policy,
however, has not produced an astound-
ing record of economic returns, and the
conventional wisdom on public money

and private gain may be in the midst of
change. The innovation ‘‘lag,”” more-
over, is becoming pop drama, as evi-
denced not only by the Administration’s
domestic policy review but by media
coverage such as the 4 June Newsweek
cover story on innovation, subtitled
‘‘Has America lost its edge?’’ The winds
of opinion are shifting. It may no longer
take a leap of logic to see that good pub-
lic policy might include a modicum of
private gain, especially when the alterna-
tive is patent portfolios that gather dust
on government shelves.

—WiLLiaM J. BROAD

Whistle Blower Reinstated at HEW

For more than a decade, Norman J. Latker, while work-
ing as patent counsel for HEW, urged the department to
give the patents derived from HEW-funded research back
to the universities that originally did the work. During this
time, HEW patent policy became a model for many federal
agencies. Then, last December, Latker was bounced out of
government service after denouncing an attempt by his su-
periors to put a lid on patent transfers. He has now, how-
ever, been reinstated.

Latker returned to his post as HEW patent counsel at the
end of July. The action was called for by a civil service
review board that overturned Latker’s firing on procedural
grounds. HEW, which hedged for 1 month before com-
menting on the action of the review board, has decided not
to appeal the ruling.

The reinstatement is timely. Support is now building for
the Bayh-Dole patent bill, and Latker’s return to HEW is
seen by many university researchers and patent-transfer
fans, to whom Latker is something of a hero, as a shot in
the arm for their cause.

Latker is anything but a revolutionary. A 22-year veteran
of government service, with 15 of them in HEW’s patent
office, he is credited with helping develop such mild-man-
nered innovations as Institutional Patent Agreements
(IPA), which aid the flow of patent rights from government
to universities. The story of their rise at HEW is simple. In
1968, the Government Accounting Office (GAO) investi-
gated the pharmaceutical programs at the National Insti-
tutes of Health (NIH) and found no evidence that drugs
developed with NIH support ever reached the public. GAO
blamed the lack of technology transfer on HEW'’s practice
of retaining all rights to inventions.

After a departmental shake-up in 1969, Latker helped de-
velop a system whereby HEW automatically gave patent
rights to the university where a discovery was made and
allowed it to license the patent to a private company, which
could then develop and market the product. Such IPA’s
were issued only to universities with a good track record of
technology transfer. Latker, however, also urged the trans-
fer of patent rights to universities without such an IPA,
eventually releasing 30 to 40 patents a year on such a case-
by-case basis. For some time everything sailed along
smoothly. Then in August 1977, Latker was ordered to

send all requests for patent waivers up to the HEW general
counsel’s office. And there they sat. Up until that time,

- Latker had final say on patent transfers. But no more. The

public position of HEW was that all patent matters were
“‘under study,’” and that no one in the general counsel’s
office was quite sure just when the review would be fin-
ished.

By the fall of 1978, more than 30 requests for individual
patents and three requests for IPA’s were gathering dust in
the general counsel’s office. Universities got upset and
complained to Congress. So did Latker.

In September 1978, Senator Dole accused HEW of
“‘pulling the plug’’ on biomedical research. To support the
charge, he quoted an internal memorandum from the HEW
general counsel’s office. ‘‘Recent experience with the high
cost of proliferating health care technology,’’ it read, ‘‘sug-
gests that there may be circumstances in which the Depart-
ment would wish to restrict or regulate the availability and
cost of inventions made with HEW support.”” HEW Secre-
tary Califano and his advisers had decided to wage war on
“‘runaway medical technology.”” One way to do so was ap-
parently to deny universities the transfer of patent rights
from government-funded research. On 13 September 1978
Dole and Bayh held a press conference and announced a
bill that would cut through the backlog. HEW responded
quickly. The next day Califano ordered his staff to transfer
the patents back to the universities. Within weeks, HEW
released 20 of the 30 patents. Soon afterward they also re-
leased Latker.

Departmental spokesmen now insist that Latker was not
given the boot for blowing the whistle on HEW. Latker
was dismissed, they say, because his superior, Richard
Beattie said Latker did not meet **professional standards,’’
and because of ‘‘specific instances’ of misconduct in-
cluding *‘forms of lobbying flat out forbidden by the gov-
ernment’s codes of conduct.”

Latker recently told Science, however, that official
charges were never brought against him. He was simply
fired. But now that the civil service has reinstated him and
HEW has decided not to appeal the ruling, Latker says he
is simply glad to be back. **It’s been a difficult period in my
life,”” he says. **I'm happy to once again have the chance
to work with the department.””—W.J.B.
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