) from

us. Senaw
- Bob Dole

(R.—Kans.) New Senale Oﬁlce Bmldmg, Washington, DC 20510 (202) 224-5521

'EMBARGOED FOR RELEASE | - CONTACT: BILL KATS
FRIDAY. AUGUST 4, 1978 SN - S - 202-224-8947

" DOLE CHARGES HEW IS SUPPRESSINGTLIFESAthG'nEDICAL'TECHNOLOGY

NASHINGTON -—'Sen Boh ﬁoTe today chargeddthat the Departnent of Hea1th 'Education
and Welfare (HEN) is suppress1ng cr1t1ca1 11fesav1ng drugs and medaca1 devices deve]oped
under support from the Nat1ona1 Institutes of Health

Dole said that HEW is v101at1ng federa] regu!atzors in "stonewa111ng" requests
and ignoring petitions from maJor un1vers1t1es and medical resear 2! 1nst1tutes seeking to
' co]1aborate_w1th the pr1vate sector for purposes of developing medical inventions
for public use. | | | e | _ | | |

"wh11e the department continues to study the issue, 29 1ife- susta1n1ng 1nvent1ons
are Tanguish1ng on the bureaucratic shelves of HEN " Dole sa1d | |

He stated that HEW's refusal to relinquish ownersh1p of inventions developed by
un1vers1ty scientists w1th NIH support "prec]udes the poss1b11ity of these 11fesav1ng
drugs and medical devices every reaching the pub11c.? |

- Do]e asserted that HEH is destroy1ng the process by wh1ch new med1ca] technology
is transferred to the pub11c because of the be11ef that this new technology will 1ncrease |
the cost of medical care. " ” | - _

One of the examp1es Do1e cited was a new method of test1ng the effect1veness
of cancer drugs. With this procedure the effectiveness of cancer-retardzng drugs
could be evaluated without having to adm1n1ster the drug the patient The new
procedure would e11m1nate the needless suffer1ng caused by toxic.side- effects that
usually accompany cancer chemotherapy | | '_ | _

"Patients will not be able to benefit from this revo]ut1onary new approach until
the HEW genera1 counsel allows the new cancer test to undergo further-deve1opment,"

Dole said "I wonder just who is being served by such a policy." |

Following is the text of Sen Dole's statement and the ]1st of 1nvent1ons be1ng

“held by the HEW general counsel:
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ing the past year, the delivery to the public of potentially 1ifesaving drugs_and, _
3:;}221 devgces ﬁeve]oped under the auspices of the Department of Health, Education
and Welfare has been dealt a crippling blow. In c]earmv101at10n of federal'regulat1ons
governing disposition of inventions, HEW has_rgversed its long-standing policy of per-
mitting universities and medical research institutes to collaborate with the private
sector for purposes of developing medical advances for diagnosing andttreat1ng_such
diseases as cancer, arthritis, hepatitis and muscular dystrophy. HEW's decision to
effectively suppress these medical breakthroughs 1s withoutwpregedggtwgnd s so uncon-
‘scionable that I feel they are properly designated "horror stories.

HOW HEW CONTROLS'MEDICAL-TECHNOLOGY

HEW's present position of denying to inventors and their universities ownership rights to
inventions they have made under HEW grant and contract support precludes the possibility of
these inventions ever reaching the public.  Inventions derived from government-supported
research almost always exist as a prototype and therefore must undergo very expensive develop-
ment and clinical evaluations. The government research grant represents only a small fraction
of the total cost of bringing a new drug or medical device to the public. Product development
and evaluation of medical devices, which often take years to accomplish and require invest-

~ments of millions of dollars, can only be carried out by the private sector. The government
has neither the financial resources nor the expertise to bring a medical innovation to comple-
tion. Industry just cannot be expected to underwrite a very risky development process unless
i: 1? provided a modicum of protection through granting of patent rights for a limited period
of time. o : . g : - s R

AN ILLUSTRATIVE CASE: A _NEW DIAGNOSTIC TEST FOR CANCER

To understand how Tifesaving medical technology is made available te the public and how its
development is dependent on the whim of HEW bureaucracy, consider the following scenario.

At a prominent medical research institute, a professor was awarded a grant by the National
Cancer Institute of the National Institutes of Health. (NIH)- to investigate Carcino-Embryonic
Antigens (CEA) as a diagnostic marker for cancer. Initial evaluation of this new assay has
revealed it is superior to existing procedures for detecting cancer of the digestive tract.
These ?ancers are extremely difficult to treat and therefore early detection is absolutely
crucial. : S : _ -

The advantages of diagnosing and evaluating cancer with blood samples were felt to be so
significant that the professor promptly brought his research findings to the attention of the
administration of the medical school as well as to his project manager at NIH. The NIH as
well as the-university informed the professor that funds for clinical evaluation, running

into the millions of dollars, were unavailable and suggested that he seek support from a pri-
vate firm interested in marketing the device. Several.companies were contacted in an effort
to establish a collaboration with the university. At least one firm expressed a willingness
to commit the necessary capital for development, but pointed out that even if the assay turns
out to be as effective as the present evidence indicates, the company has no protection against
its competitors copying the technique. Were this to take place, not only would the competitor
have saved itself millions of dollars of risk capital, but in light of the 1imited market the
firm could never recoup: its investment. It therefore insisted on patent rights for a reason-
able period of time as a shield against unscrupulous practices of other firms.

Believing this to be a reasonable request, the professor petitioned HEW for rights to the inven-
tion so that patent protection could be extended to the private firm. After going many months
without receiving word from HEW, the university requested a status report. It was informed -
the petition was under study. o L . _

Several more months have gone by and it is a year and & half since the initial petition was
submitted. The university was recently informed by the private company that it no longer can
commit its funds and must rescind its agreement. The professor has essentially given up on

HEW and is back in his laboratory working on other projects. Interest in this once promising
cancer diagnosis breakthrough has almost totally dissipated, and the assay is 1ittle more than
an idle curiosity in the professor's laboratory notebook. ' - : ' '

There is little more to add to the story except to state that the scenario is not fiction. The

?rofe?sor's name is Dr. Sela, who is president of the world-renowned Weizmann Institute in
srael, S S _ L T : - B

HEW. SEEKS TO RESTRAIN NEW INVENTIONS

' Recogniz1ng'the importance of developing its medical inventions, HEW, for the past 10 years,
has been willing to relinquish ownership of inventions to grantees in order to foster commer-
c1a]1zgtion. HEW's decision to actively encourage private-public collaborations was made
following an investigation in 1968 by the GAO of the pharmaceutical research programs in NIH.
The GAO could not find evidence of a single pharmaceutical developed with NIH support ever

having reached the public, and concluded that HEW's retention of all rights to inventions was
the_prjmary_reason for its pitiful record. o o - ' '
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In 1968, in response to the GAO's accusat1on that hundreds of m1111ons of dollars had been
expended on drug research with no measurable return, HEW altered its policy and began awarding
patent rights to grantees in nonprofit institutions. In the next 10 years, the introduction
of more than 70 inventions attracted hundreds of miliions of dollars for capital formation.
The benefits to the public measured in terms of jobs and business enterprises created, trade

spawned and human 11ves saved are difficult to calculate. A1l this at no additional cost to
the. taxpayers. .

How short the institutional memory of HEW! For some inexplicable reason, HEW has now decided

to pull the plug on development of government- supported biomedical research and thereby depr1ve

~us of the medical innovations we have come to expect in return for the b1111ons of dollars in
annual federa] expend1tures for. b1omed1ca1 research ; : »

HEW HORROR STORIES

My office has documented 29 cases where a university has been joined by the sponsoring institute
of NIH (e.g., NCI) in its petition to HEW's general counsel for ownership rights on an
invention The pet1t1oners have not received so much as an acknow]edgment

In the past 10 years, fo??owinq standard operat1ng procedures of HEW, a petition for invention
rights was thoroughly reviewed by the sponsoring institute of NIH. The institute's recommenda-~
tion for invention rights was then forwarded to the assistant secretary for health, who made
the final decision. Thus, prior to August 1977, the HEW general counsel did not undertake

a separate review, and thereforr addit?ona1 de]ays were nonexistent. As can be seen from

the enclosed 1ist of petitions, delays caused by the general counsel are, in some cases, now
running almost a year. _

In response to inquiries from my office, I have heen 1nformed that all patent matters are being
deferred pending completion of the.general counsel's study and that HEW does not have a good
est1mate as to when the review will be comp1eted :

The dec1s1on to “stonewa11" esteemed scientists from some of our most prestigious un1versit1es
is in clear violation of the federal procurement regulations that state that "The Agency (HEW)
is obligated to consider, record and notify the party requesting patent rights--and that if
the Agency goes not wwsh to grant greater r1ghts, the bas1s for the final action must be
communicated. " _

. Of the 29 cases request!nq patent rights. 13 cases have 1dent1f1ed a private firm that has
offered to cosmit millions of dollars for development. Included in this 1ist of "horror
stories” are potential cures and diagnostic methods for cancer, arthritis, tuberculosis,
_hepatitis and muscular dystrophy. The magnitude of the problem is made graphic from a con-
sideration of the 1ndiv1dua1 cases. For examp1e

"Bioassay for Cancer Treatment " University of Arizona (Drs Saimon and Hamburger) An article
in the June 26 edition of Time Magazine describes a new means of testing the effectiveness of
drugs in a specific case of cancer, without having to administer them to the patient. In
cancer chemotherapy, patients often suffer needlessly from the drug's toxic side-effects even
though therapy may not retard the cancer. With this procedure, physicians will be able to

plan an individual course of treatment. It can also be used to evaluate new anticancer drugs
-without endangering the patient. ‘ : :

"Treatment for Several Auto-immine Diseases," University of Texas {Dr. Goldstein). Thymosin
is a hormone treatment which is expected to prove effective in treating patients with mal-
functioning immune systems, which include several types of cancer, rheumatoid arthritis,
muscular dystrophy and possibly schizophrenia. By providing immunities the body cannot
produce, 1t 1s effective 1n treating immunodeficiencies in children who suffer from raging
infections because of a breakdown in natural {mmune systems, Immunodeficient patients will
be treated with thymosin in the way diabetics are supplied with insulin. In cancer studies,
Eh{To$1n has been found to be very effective aga1nst 1ung cancer of the dreaded Oat Ce]T -Lung
e ype. "

"Biood Test for Detecting Cancer," Columbia University (Dr. Sp1ege1man) This invention is a
method for detecting the presence and evaluating the status of cancer by assaying blood plasma
- for tumor-related viral proteins. The blood test would be ideal for initial mass screening
programs for early detection of the disease. The procedure would also be useful in evaluating
the outcome of surgical, chemotherapeutic and radiation therapies and for determ1ning whether
there has been a recurrence of the d1sease.

"Treatment of Hypertens1on," Un1ver51ty of Vermont (Dr Kuehne) A naturaT?y occuring alkaloid,
¢ vincadifformine, has been widely used in several countries {n Europe to treat cerebral vascular
diseases and hyperteénsion. For the elderly, who are high-risk candidates for stroke, this drug
is belfeved to be of spectal importance. Because of unstable political conditions in ‘the
country where the substance {s found, 1t {s anticipated that sufficfent quantities of the drug
will not be available for FDA clearance in the United States. Thus the total synthesis of

the drug is a major breakthrough for aTI patients suffer1ng from arter1a1 disease
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SACRIFICE OF LIVES TO GOVERNMENT OVER-MANAGEMENT

Thé above cases and the 25 other-ihventions represent the cream of the NIH biomedical research

program. Yet they are being held back from development. Why? Who is served by ng's_po1icy?
Certainly not the taxpayers who have paid for this research. Certainly not the scientists and
physicians who have devoted so much of thelr energies to conquer these dreaded diseases. And
-certainly not those of us unfortunate enough to need these technologies to sustain life.

Rarely have we witnessed a more hideous example of over-management by the bureaucraéy. In the

anticipation of a presently nonexistent abuse, HEW is apparently willing to. intervene in the.

deveTopment of 1ifesaving technology.

trol of biomedical research findings obtained

The extent to which HEW is willing to go in its con
ed in the following passage from an internal

by NIH-supported university scientists is illustrat
memorandum of the HEW general counsel:. =

-— pa -

"Hjstorica11y,_the objectives of our patent policies have been to make inven-
tions developed with government funding available to the public as rapidly
and as cheaply as possible, goals which are sometimes incompatible.

. ) AN

While these objectives are basically sound, recent experience with the high

cost of proliferating health care technology suggests that there may be cir-

cumstances in which the Department would wish to restrain or regulate the
availability and cost of inventions made with HEW support, sometimes en-
couraging rapid, Tow cost availability, at other times restraining or regu-

lating availability." o o

What I believe we are witnessing in HEW is an i11-considered "lashing out" at medical science.
out of a sense of frustration about the cost of healthicare. It seems clear to me that HEW's
change in policy is in fundamental conflict with its mandated mission of bringing beneficial
medical technology to the taxpayer. I am shocked to Tearn that HEW has in effect destroyed
the process by which the inventions I have identified are transferred to the public, presumably
on the basis that the new technology may increase the cost of medical care. - -

As the ranking wmember of the health subcommittee of the Senate Finance Committee, and having
devoted so much of my time this session to a consideration of the rising costs of health care,
I have more than a passing interest in this problem. The senator from Kansas, however, fails
to understand how HEW's policy of cutting off the scientific process at its very inception can
ever result in lower health care costs, not to mention the disastrous consequences. of such a
policy for maintaining the health of our citizens. ' R ' Cooe

It 1s my position that the ?echno]ogy must be developed sufficiently before judgments about
benefits to the public can judiciously be made.  Let me illustrate this point. [ am advised
that HEW is now aiding in development of a drug that will, at the cost of less than a dollar
a day, dissolve ga]1stones. This treatment would obviate the need for costly surgical
treatment and the $200-a-day charge for hospitalization. Can anyone maintain that NIH should
not develop this drug to the point where its cost to the user can be evaluated? But, as I -

‘ have demonstrated, this is precisely the position that HEW has adopted. - L

HEW'S DISTRUST OF THE PRIVATE SECTOR.

Th? unfortunate state of HEW's technology delivery system, I feel, is symptomatic of government
Ee uctance to involve the private sector in efforts to solve the problems besetting this country.
e must face the reality that the creative energies in the private sector must be utilized in
tackling the societal challenges of health, energy and urban decay. President Carter stated

in his 1978 State of the Union Address that “Government cannot solve our problems. Government
cannot eliminate poverty, or provide a bountiful economy, or reduce inflation, or save our .

cities, or cure illiteracy, or provide energy."

It is time we stop paying "lip-service" to_ the contris ; i |

i ; ‘e d utions of the private sector and demon-
?Fri;e good faith with decisive action. Although patents may be but a small factor in estab-
m1stmgdmeamnng1 private-public collaborations, it does provide an opportunity for the govern-
pﬁgb]:;s.DFTVatefsectors to display mutual trust and a willingness to work together on. common

 ACTION TAKEN BY SENATOR DOLE

; Todayy I am calling on the secretary of HEW td'jdstffy'his de : icy g
) 3 _ i of HE J s department's policy, and tell the
¢?§£é§321PUb;!C why 1t is in the public interest to be deprived of the bgnef1{s'of'the world's
forest come ical risearch program. 1 am also requesting that the GAO immediately undertake
o o?grgss a full-scale investigation of the medical technology transfer program in HEW
s relationship to federal patent policy. Finally, together with other members of the
Seqate,'l.sha11 be introducing a bill establishing a federal patent policy that will give
:2;:§;§1ﬁ1es and small businesses the oppurtunity to develop inventions funded with government



