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Senator Robe}rt Dole (R—Kan) has ac-
cused the Department of Health, Educa-
tion and Welfare (HEW) of deliberately
suppressing the deve]opment of biomedi-

cal techno]ogy in an ill-considered at-

tempt to curﬁé the rising cost of health
care: By re\_re?'sing its longstanding pol-
icy of permlttmg universities to collabo-

rate with the private sector, Dole

charged, HEVY has effectively destroyed
the process by which research break-
throughs are t%ansferred from the labora-
tory to the publlc

Dole said that in the last year, HEW’s
Office of General Counsel has “‘stone-

i
" walled” 29 reguests from universities for

ewnership rights to medical break-
throughs devé!oped with NYH support,

~ including poténtxal advances in diagnos-

ing and treating cancer, arthritis, hepa-
titis, and muScu]ar dystrophy. In each
case, the university’s request was en-

dorsed by its sponsoring institute within
© NIH, Dole said, and in 13 cases, private

firms had offered to develop the product.

“HEW'’s decision to effectively sup-
press these medical breakthroughs-is
without prcccdent and is so uncon-
scionable that T feel they are properly
called horror stories,”” Dole said.
‘‘Rarely have%we witnessed a more hide-
ous example bf overmanagement by the
bureaucracy.’ P

To support his charge that HEW is
“lashing out 4t medical science out of a
sense of frustration about the cost of
health care,é Dole quoted a passage
from an internal memorandum of HEW
general coun?:;l

Historically, the objectives of our pat-

" ent policies! have been to make inven-
tions deveféped with government fund-
ing available to the public as rapidly
and as cheaply as possible, goals which
are sometimes incompatible. While
these objeétwes are basically sound,
recent experience with the high cost of

,stances in wmch the Department
would wish to restrain or regulate the
availability and cost of inventions
" 'made with HEW support, sometimes
“encouraging rapid, low cost availabili-
ty, at other times restraining or regulat- :
~ ing availability.

HEW established its policy of a!lowihg
nonprofit institutions to retain ownership

rights to discoveries made with govern-
ment funding 10 years ago, in response

to a 1968 General Accounting Office -

(GAO) investigation of NIH pharmaceu-
tical programs. Despite the hundreds of

millions of dollars spent on government-

sponsored drug research, GAQ found no

“evidence of any drugs developed with

NIH support ever reaching the public.

"GAO blamed the poor record of “‘tech-

nology transfer” on HEW's practice of

retaining all rights to inventions.
To - encourage commercialization of -

discoveries made by its grantees, HEW
agreed fo give ownership righis to the
university where the research was con-

ducted, allowing it to apply for patent -

rights and to license private companies
ta develop and market the prodacts. Pe-
titions for invention rights were re-
viewed by the sponsoring NIH institute
(e.g., the National Cancer Institute in co-
operation with HEW patent counsel),

. whose recommendations were forward-
ed to the assistant secretary of health for -

final approval.
A year ago, however, HEW dec:ded to

" have all petitions for ownership rights re-

viewed by its Office of General Counsel.

Last May, staff of Senator Gaylord Nel- -~

son’s (D-Wis.} monopoly and anti-
competitive activitigs subcommittee
reported that HEW had stopped process-
ing the applications altogether. Nelson
and Dole were both told that all patent

matters were being deferred, pending -
completion of an overall review of patent -

- Doie Blasts HE for
| _'_“‘S‘mnewaiﬂmg" Patent Appimamns

' ent arrangements with HEW knowu as -
- institutional patent agreements or IPAs,

were not affected by the review.)
HEW has been flustered by the attacks

. on its patent policy. According to Barry
- Walker, HEW Office of General Coun-

sel, Dole’s :accusations are simply not

true. ““We've added an additional layer -
‘of review within the general counsel’s of-
fice,”” Walker told BioScience, “‘but -

there’s no policy change implicit in that.
We're just taking a closer look at things

_that used to go through routinely.”” This

has produced “‘an admimstrative bot--

" tleneck,’” Walker concedes, but the

“logjam’ is now being broken. “I've
been coming in weekends trying to get .

these things done,” he added.

HEW .patent counsel, however, say -

© that Dole’s charges are not only *‘sub-

stantially correct” but also “‘correct in -
most of the particulars.” :

. “There is no real review of patent pol-
icy going on,** one jawyer explained. “In
deciding to ‘study’ the problem, they es-

sentially made a policy decision to hold : =

up approval for inventions they thought
would result in more costly technology.. -
No one has worked on [ownership appli- -
cations] for months, much less come in
on weekends.”

In the meantime, Dole has asked GAO
to begin a “full-scale investigation” of
HEW’s medical technology transfer pro-
gram. Dole said he also plans to in-

“troduce a bill to establish a federal patent
“policy giving universities and small busi-
-nesses the right to patent inventions de-

veloped with government funds. He has - .
already introduced an amendment that -

would relieve HEW’s Office of General-

Counsel of responsibility for adminis-
tering patents; patent matters would be-
handled by the Office of Health Tech-
nology proposed in Senator Edward
Kennedy's (D-Mass.) bill establishing

prohferatmé health care techno]ogy

[N EATR———

policy within HEW. (Institutions that.

‘the National Institutes of Health Care




~ remarkably ¢

" thicket. His

V,A Longstanding Debate -

Dble’s actions are only the latest in-

_cident in a government-wide debate over

who should own the rights to inventions
developed with government money. The
question arose move than 30 years ago

during the postwar boom, when the gov- -
ernment began pouring tax dollars into

university research. In recent years, the
debate has gamed heat but shed little
light, accordlpg to NSF General Counse!
Charles Herz,

*“The ongolng debate over government

" patent policyis a thicket a prudent man

hesitates to enter,”” Herz told Nelson’s
-monopoly sibcommittee. *‘In that de-
bate reasonable men can and do espouse

proaches often heatedly, with equat and
great convxc‘tion Perhaps the difficulty is
that much of the debate has the character
of philosophizing in a vacuum.”

Nelson is dpparently undaunted by the
onopoly subcommittee be-
gana two-ye%ér study of patent policy last
December and has kept doggedly at it.
The hcarinosghave conformed rather pre-
cisely to Herz’ characterization. Sup-
ported by a bizarre coalition consisting
of Ralph Na}_der, Senator Russell Long
(D-La.), Adiiral Hyman Rickover, and
the Justice I;r;partment‘s Antitrust Divi-
sion, Ne]son insists that the American
public is bemg “robbed b!md” by um-
versity inventors acting in “‘collusisn”
with private industry. ‘

““The Ameérican taxpayers are dealt a
one-two punch,”” Nelson contends.
““First they aire forced to pay through the
nose for this| risk-free, tax-supported re-
_search and development ‘Then ihey pay
dearly all over again, for the grossly in-
flated prices these companies charge

for the produets they market under the

patent rights given to them by the
governmenty’

©On the other side, representatwes
from universities and from the federal

~ agencies that sponsor their research ar-

gue that, without the incentive of patent
protection, many useful discoveries
would never reach the public at all.

*“When that happens, it is the public

LT}

which suffers the greatest harm,” ex-
plains Thorria_s Jones, vice president for
research at Ethe Massachusetts Institute
‘of Technology.

Tesnfymg before the monopoly sub-
committee 6:1 behalf of six university as-
sociations, Jones said- that it can cost

*‘ten times,ia hundred times, or even &

thousand t-ilEes more to transfer a basic,
university-generated invention to- the

iverse and divergent ap--

' markefplace than it did initially to invent
_it."” Since there is tremendous risk that . .

the investment of time and money will
never pay off, Jones explained, industry
is understandably reluctant to make the
effort without the assurance of patent

" protection.” - .
Current federal patent policy varies

from one agency to another, The Depart-
ment of Energy, for example, holds stat-
utory ‘‘title’’ to the results of research it
has paid for, but is allowed to waive its
patent rights in favor of the university
that conducted the research. NASA, on

~ the other hand, retains all rights to inven-

tions developed under its aegis, but tries

to license their development to private
firms. HEW end NSF deal with patent -

rights in two ways: universities may ap-
ply for rights to patent on a case-by-case
basis, or they may apply for an institu-

' tional patent agreement.

Under the HEW and NSF IPAs, the
university automatically receives own-
ership rights on research it conducts with
support from the respective agencies. To

qualify for an IPA, the institution must -

show that it operates an effective tech-
nology transfer program. At last count,

72 institutions held IPAs with HEW and

19 with NSF.
Last February, the General Services
Administration (GSA) published a newly

. worded, uniform IPA, which could be

used by all federal agencies that were not
required by law to retain patent rights.

‘GSA said the new 1PA regulations were

“‘permissive”’—no agency was required

to enter into IPAs with its grantees.
~ against its better judgment. For agencies -
-‘that did elect to use IPAs, the new form

wonid prevail, etfective 20 March.

At the last minute, Ralph Nader and -

asspciate Sidney Wolfe publicly protest-
ed that the *‘new’” GSA policy would ai-
low institutions to “‘reap hundreds of

. millions of dollars of profits from work

supported by the federal government’” in

the next ten years. Taking his cue, Sena-
-, tor Nelson complained to the Office of
Management and Budget that the GSA
rules should be held up until his sub- -
. committee had time to hold hearings on

the issue. At OMB’s request, the ef-
fective date of the GSA rules was de-

" layed for 120 days.

“Nelson held several days of heaung%

on the IPAs, but was unable to come up

with a cogent argument to block the reg-
ulations. Testimony from various wit-
nesses established that the income from
patent royalties of all universities was io

-more than $9 million a vear. Universities

holding NSF IPAs reported a total royal-

"ty income of $5,000 for 1978, while the

HEW stable showed a gross royalty of

- $765,293.02, Moreover, the universities

were required to use all net royalty in- . !
come to support further research and
education.

- Far from. reaping windfall_proﬁts,
MIT's Jones contended, most universi-
ties’ licensing programs operate consis-
tently in the red. Ironically, MIT has
proved an exception to this rule, ever
since Jay Forrester developed the mag-
netic core memory for computers. The

" invention was developed through gov- |

ernment funding; the government re- |
ceived a royalty-free right and license, |

and MIT got a lump sum roya!ty pay- .
* ment of $13 million from IBM. SRR

Nelson’s stalf worries that recombi-

‘nant DNA technology may prove to be

an even greater bonanza than the com-
puter memory core. In fact, several con-
gressional committees have harbered
vague suspicions that there is something

- improper about researchers Herbert

Boyer and Stanley Cohen having a finan-

“¢ial interest in the development of their

discoveries. Nonetheless, after a lengthy
analysis, NIH Director Donald Fred-
rickson ruled that recombinant DNA
technology could be handled through
normal TPA procedures (see April Bio-
Science, p. 290).

Proposed Leg‘is!ation_' _ :
. Despite -alI_ihé sound and the fury 3
about 1PAs, the GSA regulations went

‘into effect on 18 July. In fact, the Nelson

hearings may have been much ado about
nothing, since the GSA regulations do
not attempt to resolve the basic question
of who shall have patent rights. -

The bill Dole plans to introduce in
mid-September is a compromise mea-
sure, providing incentive for private de-

- velopment while protecting the govern-
ment’s financial interests. According to |-

the draft version of the bill released last. -
month, nonprofit organizations and smalil -

businesses would automatically refain

ownership of inventions they developed

‘through governiment grants or contracts.,

The government would be entitled to a
share in the profits, however, if the re-
search institute makes inore than

. -$250,000 in net income from licensing the

invention or more than $2 mil_lion in
sales. The government would be allowed
to keep up to 50% of the profits, not o

exceed the amount it spent in grant or ©

contract support.

—MNancy K. Eskridge
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) WASHINGTON
Accounting  Office
support behind a con-
troversial bill te provide uniform. pat-
ent -protection for government-fi-
nanced inventions.
: The measure, § 414, was intro-
duced in Febrl}ary by Senators Birch
Bayh, Democrat of Indiana, and
Robert I, Dole. Republican of Kan-
heir” blf! would ailow small

The General
has (hrown its

: sas,
P businesses, 'upiversities, ‘and" other
non-profit organizations to obtain

- limited patenlj protection on discov-
i eries made b,y employees working
! . under governTent ﬁnanced contracts
i and grants,
k : Although rflany consumer advo-
- . cates have argued that such discover-
I ies ought to pe the property of the
.government, § Senators Dole and
Bayh maintatn that when the govern-
ment fetains jpatent rights on inven-
tions, there iis “a very great chance
that they wilk never be developed.”
Of the 30. 000 patents that the gov-
4 erniment nowéholds fewer than 4 per
o cent have ever received licenses, ac-
cerding to ofﬁcmis. Licensing is a
procedure on which investors. insist
before they (will put money behind
inventions,
“We  beliéve a clear lepisiative
statement of uniform, government-
wide patent ipolicy is long overdue,”

Hig
.WASHIIN GTON

Fc-)"ll.owing is u summary of bills of

been inmroduced in Congress. Copies
of bilis may be abrained from Sena-
tors (Wasflington 20510) or Repre-
sematwes 1Wa>hmblon 20515),

SENATE

s 927—Sml!hsonhn “To authorize the Smith-
sonian Inslitution to plan for the develop.
ment of the arca south of the oeriging
Smitheonbin Institution Building. By Sens.
tay Jackson (IRWash. - and twa olhers,

8 1048 — Agudtlum, To designate an auarium
to he Iu|1l§ in Baltimore s the " Nalinal

- Agquarmms” By Senators Mathias CH-Blo
anel Sartadhes C0-Mdo.

$ 1050-~Taxéw. To prrmit a taxparer (o g
P menstieAnx eredit for amouply palil as
(mlmu m'§1 et tn ovkde s Bicher slines
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L vatien gy

3

‘interest to higher education that have

CHRONICLE OF HIGHER EDUCA 'nogv( .

said Elmer B. Staats. the U.S.
Comptroller General, in testimony
before Mr. Bayh's Subcommitiee on.

the Canstitution, part of the Senate

Judiciary Commitiee.

Moreover, Mr. Staats said, even
when federal agencies have tried to
lurn over patent rights to individual
researchers or institutions, the delays
in getting the rights transferred have
been long and coslIy

No Uniform Policy

Although the federal government
now supports an  estimated two-
thirds of all research in the United
States, it has pever .established a
uniform’ patent policy for the inven-
tions that result.

Various agencies have different
patent arrangements.

They range from exclusive agree-
ments that give inventors and re-
search institutions the first option on
all new inventions to pohcnes that
almost automatically turn over inven-
tions to anyone who wants to devel-
op them.

In recent vears, howéver, even
ageneics with liberal policies have
bepun to adopt more stringent ones,
Mr. Staats said, _

He said he hoped “an easing of the
red tipe leading 10 determinations of
tights in - inventions would bring

her-Education Bills in

5108 ~Taxes. To provide & federal income-
Lax el for certain educationnl expenses.
Ny Senator Rotk $1-Del. ). .

5 1005~ Taxas. To provide a federal income- -
1nx creiln far tuition. Ty Senator Packwood
i tyred and three olhers.

§ 10vv—-Health profcasions. To provide for.

Incteases in the amount of the monthiy
rhipend paut 1o participants in the Armed
Firees Health Professions scholarship pro-
Ktign, By Senater lhurmond {R-5.C, %

S 1117 —Wages. e encourage youth oppertu-
wily by exteschen the sup-minimum wage
erjuyed by fuli-tine students to all persons
belwawen the ages of 16 and 20, By Senator
Sleseanan G100,

8 4 Hes 62— Museums. To declare May 18,
Wby o bhe ' Nalionsl Museum Day,” By
i |u|lnr el i RE

HOUSE OF REPRESENTATIVES
HH G - Honkih protessians. To provide for
Bt Cotinnter son ol nppln ants In l‘;-d

. oversial Bill on Patent Polzcy "
- Gains Suj)port ofAccountmg Ojﬁce '

this

of
ased his
comments on a review of the current
patent procedifes at several selected

about an improvement
record.” Mr. Staats said he

agencies, including the Department
of Hedlth, Education, and Welare,
the National -Science Foundation,

- the' Department of  Energy. and (he

Department of Défense.

Details of that review are sched-
uled to be released.in June.

Although the Comprroller General
said he viewed the Bayh-Dole meas-
ure as a solution tp many problems,
he had some reservations about the
bill.

Under its provisions. the account-
ing office would be reguired to report
each year to the Commitiee on the
Judiciary on how well federal agen-
cies were carrying out the act.

Mr. Stants said that would not be
feasible unless his agency were given’
adequate funds to oversee the patent
activities.

Senator Bayh indicated, however,
that the bill conld be modified to
provide the funds the G.a.0. needed.
- A measurc similar to the Bavh-
Dole bill, ne 2414, has been intro-
duced in the House of Represenia-
tives by the chairman of the House
Commitiee on the fudiciary, Rep.
Peter W. Rodino, Jr.. Democrat of
| New Jersey. —ANNE C. ROARK

.
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F:ducaUnn Act of 1965 to providv for & -

Nationat Student Finaneial Asgistance Data
Bank. By Representative Blaggh (IRN.Y, L

HR 3529—Curriculum. To amend; the General

- ¢ Education Provisions Act to prevent the use
of federal conirols over curriculum. By
Representative Martin (RN.C.).

HRA 3537--Young -pcople. To cstablish a Con-
gressional award program for the purpose
of recofriging excelienée apd leadersiip
gimony yuung peopls, By Roprecvnldmr‘
Nateher ¢D-Ky. .

.- HR 376%~—Student {oane. Ta amund the High-
e BEducation Act of 1985 1o raise the Simils
on insured leans {or certain postsecondary

©students; to make such loans casier Lo
obtadn and repay; e assare prealer certain-
ty of Toars as a reasenable portion of stu-
dents” totad need-based assistanee or cost of

to reduce the cosl of i

Loans to the federal povermment: Lo es

amt interrnte the pole of stide gu;lr’}\nlr'(‘

aprnens as lign eeosalidators, oot serye

Status -
As of 5 p.m, on May 23
Weavy type indicates changes <i:

ACTION REAUTHORIZATION (&
Senate bills would reauthorize
feder Al volunteer agency througl
Administration request to end Lhe
also extend the “University Ye:
which provides funds for college =7
arvas for 12 monlhq

DEFPARTMENT OF FDUCATI(‘

bifls would cteate a Cabinel-level i
They would consolidate, under »
programs from the Education Div-
Heallh, Education, and Welfare, -
programs for nursing and othe
educatimre-related activities of (h
and cceriain science-edueation y

Scienve Feundation. The Senate
voculional- rt-halu'.rta(mn prcL rar

GOVERNME NT ETHICS
clagily sectjons of the
1978 requiting  top-level

[ !i i
Fithae
foste -

. their income and other financia’

flict-of-interest provisions of the

[ormer federal officials be barres
senling™ their new emplovers

before their former federal ager
they had been “personally and su!
in office, The ban would be for
goverament.

LORBYING DISCLOSURE (H!
would require any organizatiorn
$5,008 a gquarter or employs al
lobbies for a spegified number of
period Lo register and report its »
General. -

NATIONAL SCIENCE FOUND
{8 527, HR 2729). Senate bill wot
billien for the National Science

1980, including $357.7-million for =«
House bill would authorize about
tion, inciuding $86.2-million for «
ate bill would allocate $175.5-m:
biological, behavorial, and socia’
bilt would allot $158.2-million.

NURSE TRAINING (HR 3633,
bills would authorize $103-millic
tapce for nurse-training progran
ize 524-million for entollment
for nurse practioner and iraine
miltien for student loans and @

REGULATORY REFORM ¢S

Bilt, S 262, would require reguial
¢conomic, health, and safety ot
Asencies would alse have lo pr
{ives ta accomplish the goals of t
tration hitls, 8755 and HR 3261
propose {he maost costeefliclent
choree, AlE three bills would gi
Senile power to veto regulatic

PATENT PROTECTION {517
House bitis would allow non-py
businesses to retain Litle Lo w0
Livos {for up (o eight yvears. o
provisions requiring inventors
reimhurse the government {or
innovation

VETERANS BENEFITS (57,
hill § 330 would provide for
Administration decisions, Teme
fees for velerans making clain
publish proposals of its rep:
introduved as S 870 and HR ¥2+
which eertain veterans could u
beyend the current l0-year 1
eliminate the ''85-15" rule, »
velerans and other student. aic
rolled in any one class.

FIRST CONCURKRENT BLUDGY
{5 Con Rex 22, H Can Rten 1071 ¢
overull ceiling of $532-hillion
fiscnt year thal- hbeging el

mitiivn more than the $5. 2-bill
ed for higher t-duculon
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& B Latker admitted he ‘wasn't hard to fmd slnce he
rney flred ‘was the only one who Kad argued with his superiors.
| over the patént Policy "HE had 4180 been Teprimanded”
for sending out public Statements critical of the deldy,

In d féﬁ Spute over ' | "‘ilttéx?;zg‘l} lsa(ir;%;elg; ?ut ‘public statements thiat agreed_ﬂl_

t t " On Nov. 9 his superior, Richard Beattie, asked for g
pa en s his reslgnation, ;Latker ‘3aid. “He really berated me, -
- saying that it bopgi B i ize |
Ch:cago Tribune ) : o department. He also told me that I should have Tearne
: tosay no"" i .

WASHINGTON — Norman Latker, a government

1 John Blam hin, a préss'spokesman for HEW said,
patent counsel who toid Congress that the Department i p
of Health, Fiducation, and Welfare delayed the release Le;tker ‘was’ dismissed - for -a number of  improper
of potentlally lifesavlng drugs to the public, has been . dctivities and not, as he \has reportedly claimed, for the
fired. disagreements over departmental patent policnes or
§ : b becaunse of any testimony beforé ‘Congress, or any
For moi-e than two vears mvent]om by govern- - dmclmure he may have made about:the epanmenn"
ment-funded scientists have been caught In an HEW i T
bottieneck hecause of a dispute over whether universi- - Latker's act1v1t1es Blamphm said, mciuded the use’
ties and private firms or the federal government- shouid--{ .. for. personal - purposes..of -government’ personsel, . . .
retain paten.t rights. - mat}e:;als and facxlitm Blampmn sald Latker also
maile -gOv
At ‘stake are milhons in profits for scientists, . frank. - nonrgl errllment material fnder government
universities and drug companies as the drugs — devel ' .
oped under jgovernment grants at taxpayer ehpense = Dr. R«’llph DaVlS ‘patent manager at Purdue
i enter the commercial market. _ ‘ }jnl‘;emityﬁ?ﬁd th?t the, fl;f' ing 5. not-only.an fssue '
! - nvelvin er's:future, but also the future of life- -/
While siznaters, umversity offlcnals an(l mvéntors . saving ingventions “He cared about the public: hie e:}:‘g?l vh
f have condemned “HEW ‘policy, they have praised about people more.than pélicy,” Davis said. e
: Latker," HEW’s , chief” patent . counsel, for. fighting g :
behind the scenés to release cancer-fighting techniques -, According to Dr. Davis, the federal government’
and other new technology from the department. ' !OWHS 220;“ 28,000. patiﬂlt‘v hut less than 1,500 have been
:E icenséd for commercial use. :
2 Now Laétker, 47,18 looking f01' a job after 22 years. hoiding on to the rights,” he‘Za!:?!t lsut*ggge tt}?efrag:);j}; .
with the federal government — 15 of them in HEW's ° have. the resources to Bet new products on - tlw '
patent m‘f]c? , market?” : ) :

 Latker said he did nothing heroic or outlandish. T
“The worst thing T could have done as HEW might see '
it was to tell the truth when 1 was questioned before
Congress. 1 xdn t think anyone would want me to lie.,”

Latker'y superior, however, says he used goverﬁ— ‘
ment persofinel, materials, and facilities for personal
purposes and misused the free mallmg privilege.

Last June, Latker told a Senate committee hearing
that HEW éad held up patent rights on inventions
devoloped bf scnentlsts with federal funds. :

“I didplt think T had any choice but 1o Tespond
truthtuily,” the said, “although I avoided interpretmg
v.bat the ho dup meant.”

Unless [some patent rlghls are transferrcd to
pharmaceutical firms, the companies will not invest the
millions needed for clinical testing and clearance
through the Food and Drug Administration for
eventual pubhc use.

In Augﬂst sSen. Robert Dole, R-Kan., accused HEW
of "pulling§ the plug” on biomedical research in an
attempt'to hold down medical costs. i

. Latker also provided Information for Dole, “hnch
was used to write legislation making it more dlfh( ult
for.‘HEW tohold onto patent rights.. :

“The - da& after Dole launched his attac k. HEW
Secretary Joseph Califano ordered his aides to release
some of theipatents, which had becn delayed as long as
two years. However, only half of the 29 patent projects’
identified by Dole were released.

Once Califano released some of 1he patents, Latker
said, “he went looking for the guy who blew the
whistle.” - : :
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Mr. Stuart E. Eizenstat
Asgsistant to the President

for Domestic Affairs & Pollcy
The White House .
Washmgton D. C 20500

‘Dear Mr. Elzenstat‘ '

Our SOCiety and its members were pleased to see the Domestic =
Policy Review initiated by President Carter in 1978 result in his
recent announcement of industrial innovation initiatives. We were
particularly pleased to see that in the Fact Sheet which was released
through the White House the President specifically supported the
retentjon of patent ownership by universities and small businesses

in recognmon of their special place in our soc:1ety

We have consuiered that the statement i the Fact Sheet relatlve

to this recognition and support, emphasized as it was by its specific
recitation and isolation from the President’s decision to seek a
uniform government patent policy with exclusive licenses in the
field of use, is indicative that the Administration fully supports

the Unwersu;y and S];nall Business Patent Procedures'Act, S, 414
and its companion Bill in the House, H.R. 2414, The university
community firmly believes that these Bills are a strong and mean-
ingful first step in a government policy Whlch will strongly motivate
innovation, : . _

 Qur one concern W1th the Fact Sheet pronouncement was that S, 414
and H. R. 2414 were not! specifically singled out as the Bills which

respond to the President's innovation initiative favoring universities
We urge that as the President's advisor on
domestic affairs and policy issues you will take steps to clearly
and positively endorse S, 414 and H R. 2414 on behalf of the

_ Admmlstratlon

- I will be pleased to have your p'fo'mpt confirmation that the Admin-

istration does clearly and positively endorse and sUpport S. 414 and




- Mr., StuartE Elzenstat :
- Page 2 . _
' Novernber 9 1979

© HUR. 2414 as meamngful innovation initiatives Wh.tCh should be. o

promptly enacted into law so that such information can be.

_ 1mmed1ate1y dlssemmated to the Soc1ety 8 membersth

| Very truly yours

;ﬁL@LkML&éLi)Eidzbwivhﬁ

Howard W, Bremer .
- President SRR

_;HWwaj.l
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’

Patent Policy Study
o '

_Since I'm leaving town today 'til the end of the week, I have only

skimmed the Jarnuary 5 Report prepared by Norman Latker and am dictating
some quick reactlons whicn I probably won't even have -a chance to proof—

‘read.

with a few significant exceptions, (see page-by-page corments below) I

believe the Report is a basically accurate statement of DHEW's historical
approach to patent policy and a justification for 1ts current policy.

But therein lies the rub. As I understand the Secretary's charge, 1t 1s
t0 review HEW's patent policy in terms of its current utility to the
Department. To do this, I submit that we need to start with DHEW
objectives, and while Norman Latker does not state any, the implicit

- 8ine qua non of his report 1s that the patent policy objective is to

promote private development of DHEW supported inventions and.to mini-
mize the cost of administering patent policy :

" To be responsive to the Secrﬂtary 5 request, I would suggeat that we

need to (1) reach agreement on current objectives; (2) see what options
weé can develop to respond to those objectives; and (3) con51der the
tradeoffs involved in each of the optlons. - o

Ir this comection, 1 would propose that the primary goal is EQE to

promote any and all further private development of HEW supported inven-

-tions, but to promte cost-effectlve development of HEW supported

irvenuions and to discourape trivial and unjustifisbly costly 1nnovatlons

I would also suggest that equity to all-at-interest be an importznt

cbjective. The addition of such objectives are likely to both increase
the options proposed by Latker and to markedly change judgements about
the tradeoffs involved. For example, Latker places high stock in '
minimizing development subsidles and the cost of administering patent
pollcies. But, a comparicon of such lnereased costs wlith potential
reductlons of HEW expendltures for Medicare and Medicald reimburscment
may show that these are good investments even though they were not so

~ in the 1960's.

PﬁTENTBRANCH GG
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' 3§i; 3 Pége 2 - James Hinchman

"Ié addition to the above general proposed approach to the uecretary 5
request, I would suggest that the following inaccuracies and omissiono

) og the Latker Report need to be changed:

nge 3: The Report states that there are "assertions throubhout the
Dgcember 22 Report on Health Technology Management™ which deny the
rficulties in moving sclentific ideas into commerclal products.
¢ Technolopy Management Report nas only three statements about patent
po icy and none of them assert anything about the well-known difficulties
' nurturing ideas into end—use products.

.Page 15: The Report sets forth the major conditions which are currently
attached to IPA's, but does not make it ecléar that these conditions are
complied with in terms of the universities' Judgement as opposed to HEW's
Judgemunt and oversignt. . (or did I musunderstand Bernie's comments?)

Page 19: The Report states that the Health Technology Management Study

" presumes Department ownership of inventions to control their entrance
into the marketplace. The Technology Management Study made no such
statement; moreover, I personally think that conditions attached to
assignment of rights might be a more productive approach if we can
beiclever enough to come up .with such conditions.

Pages 21 - 22: The Report offers five options. It does not offer such
options as (1) deferring determination of rights except in those cases
where it can be determined in advance that it is in the Department's
Interest to extend the first option to the grantee or the contractor;

- (2) 2 similar exception clause built into the option under which the
Department takes title to all inventions; and (3) an coption under which

 HEW continues to grant first option to univePSities bhrough IPA but
.defhrs detennination to contractors.

Pag 26: The Report states that rights in some cases will be lost due
to the failure of the non-profit organization to file patent appllcations
S Ar it has no guarantee of ownership. I would suggest here that times
have changed since the IPA policy was developed and the universities
arei today desperate to obtain research funds; thus, this important problem
nﬂ nt be counteracted by the simple device of requiring {as a condition
of & grant) that applications be Fflled when appropriate. Moreover, we
might sweeten the pot by adding a small amount off grant funds to cover
- the relevant auuociated expenses.
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Page 3 ~ James Hinchman

Page 28: The Report states that the Decomber 22 Report on Technology
Management will be viewed by some as "thought-control" or "book burning."
These are inappropriate red-herring terms which should be deleted. -

| Sherry Arnstein

ce: David Cooper
- Chrls Bladen
“Norman Latker
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" COMVENTS OF NORMAN J. LATKER, PATENT COUNSEL, DHEW, ON
"LEGAL ANALYSIS OF PUBLIC DISCLOSURE REQUIREMENTS RELEVANT TO

APPLICATIONS FOR BIOMEDICAL RESEARCH GRANTS™

By

James H. Wallace, Jr.

Thomas C. Arthur

Outside of a generally adequate reviei-(r of the relevant laws which

may be brought into question by the Congressional charge to this Cormission,
the resulting analysis and recommendations by the Wallace paper' on the

policy of managing research information are seriously defective.

Certainly no thinking person can categorically oppose '‘public
participation' or ''openness" in the development of public policy in the
abstract, especially in the climate created by the abuse of trust by

some Government agencies whose need to meet assigned objectives requiréﬁ':i

- higher degrees of privacy than available to most Govermnment agencies

such as N.I.H. Notwithstanding the need to correct abuses in these
situations, it is also _clear that if “'openness' at the discretioﬁ of any
person is to be the rule in all situations, some other societal values
may well suffer or Be_defeated. Thus, in every situation where the
question of '"public pé;ticipation" arises_, the human and economic values
to be gained or lostrmpst be objectively evaluated and a determination ’
made on whether the result sought by the ﬁfogram in question is enhanced, )

unchanged, or defeated by random public participation.




: _2_.._ o

In thls regard the handllng of thlS a551gnment is a fallure in

:that the paper 1n51sts throughout W1thout supportlng dqga that this is
a situation between "confllctlng 1nterests" requ1r1ng %(xmqnomlse
_ p051t10n Wthh appears to be admlnlstratlvely unworkable and 1mpa1rs the

‘| objectives of the program.

From openlng to conclusion, the paper repeatedly assumes a need to

.h,balance ""public part1C1pat10n” and "private deliberations" whlle shifting
“ the burden of proofs to those who argue ‘that private deliberation should
prevail. SubStantialiy, all the arguments 5upporting "'openness"

| are generalizations based on the belief that the publie’s right to know

(which is erroneously ascribed to be a first amendment guarantee) will

necessarily enhance the protection of those human subjeets involved in

A0% of NIH's research proposals, and that further, the free exchange of

scientific ideas (whether supported by c11n1ca1 evaluatlon or not), w111

result 1nethe1r swiftest development. Whether such generallzatlons are

correct can only be determined when examined against fact

The Wallace presumption that random public part1c1patlon 1s

: inherently useful is in d1rect confllct with the following flndlngs of

- the Pre51dent s B10med1ca1 Research Panel:

1) "There does not appear to be any dlrect necessary, or
1nherent connectlon.between d1sclosure of such
information and protection of human subjects 1n-research
under the present system of Federal reguiations.and
review bodies, nor did teetimony before the Panei argue

for such full disclosure." (See page 3 of Panel?Report.)
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. seems to offer nelther compelllng grounds nor a L

;conv1nc1ng record that it serves the aim of protectlng S

"f.?(includlng rev;ew of all requests to DHEW for research proposals) that‘
" private deliberation of peerlreview groups and release at the discrecion"'
of investigaters of their research proposals_and ite ;esnlts'clea%if o
outweighed in temms of identifiable hman Vaiues'the need for random
- public participation.
Thus the Panel found:
", . . clear eV1dence that the existerice of a 11cen5able
patent rlght, which is contlngent on protectlon of
~ intellectnal propercy rights, is a primary factor in the
successful transfer of research innovation co industry and
the marketplace. In light of the effect of disclosure of
research information.on intellectual property rights, and in
light of the importance of such rights te fhe fransfer of
research innovations to the delivery of health care,.it is_clear
~ that the prSent mechanism of.ccmplete ’opennees' ensures
‘public accountability at the cost of sacrificing:protection
of intellectual property rights of demonSfrable potential

benefit to ;he Nation."

2)"n: .. uncontrolled dlsclosure of research 1nformat10n _f*""':“'”“

 man subjects of research.” (See page 3 of Panel Report )"Q L

But most 1mportant the Panel did conclude on the ba51s of 1ts study e




."_Further
"The Panel is concerncd that the fallure to protect and :
deflne such rlght may fatally affect a transfer of a maJor 7:[";;

health 1nnovatlon ~ (See pages 8-14 of the Panel's report )

| how the "publlc part1c1pat10n" thesis will serlously affect if not

h'defeat the successful technology transfer functlon developing and care-

fully nurtured between Government non- proflt organlzatlons and 1ndustry

in answering human needs.

Even the Wallace paper makes clear the jeopardy that inteilectual

_13pr0perty rights are placed in, if before a peer review group that is open

to random public scrutiny. I think it should be emphasized that this

jeopardy is not removed in situations where public participants chose

not to be present at peer review meefings

"of inmnovation from the bench to the patient is 111ustrated on page 4G:

M".. . a researcher may prefer to develop his commercial
1deas with publlc money, and thus be able to negotlate with
private partles only after the utility of his idea has
been proven. Whlle this is obviocusly in the researcher s

: intereSt, as it would give him more bargaining power, it is-

not necessarily in the interest of the public." (Emphasis added.)

I support these flndlngs and hope others here today w111 ampllfy on ”f_h_-

The paper's failure to understand the need to assure optlmum transfer -




N 'i'iCOngress of rlghts to creators. (See Art. I, Sec. 8.),

G-

lﬂlth the announced 1ntent of the Government 'S patent pOllCY coverln0
| 1nnovat10n5 arlslng from Government sponsored reseafch at non- proflt
1nst1tut10ns and the need to expedlte thelr ut111zatlon and the const1tu—
'Hlntlonal 1ntent to promote the arts and sc1ences through the guarantee by
; Whlle there are many statements in the Wallace paper of a pol1cy
and admlnlstratlve nature which should be equally challenged time does
mot;permit full analysis. Notwithstanding, I do wish to speakmto_a
few.statements with the clear intent of questioning the drafters'
objectivity; o |
; lj In support of "public participation” the drafters imply
that the possibility of public survelllance is
necessary to insure that another “'CIA" s1tuat10n does
not occur at NIH (see page 53). No analogy exists. Even
after discovery of these alleged abuses, to my knowledge
the CIA was not restructured to permit random'public
particioation on CIA advisofy groupe, since pfivacy is
'still an element necessary if CIA is to meet.its
objectives, just as it is perceived necessary fot peer

TEViEeW.

The analogy with city councils is.equally erroneous,
since such councils do not ordinarily deal with

intellectual property matters as does NIH.

~ This latter SEntCDCB requ1res explanatlon 51nce 1t dlrectly confllctS'_!:t"
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L The drafters 1mp11cat10n that NIH's contlnucd world

- renowned excellence is dopendent on the fear of'medla

n

- .the Panel's contentions are '"based on its {fallacious

‘“,exposure falls to con51der 1ts past performance and is
/}ghardly conduc1ve to attractlng hlgh 1eve1 part1c1pat10n

“on peer reV1ew groups.

On page '54 of the paper Wallace indicates fhat s‘ézﬁe of

survey results." How they are "féllacious‘-is not.
explained; though on page 51 the paper indicates'fWhile'

the Panel's survey showed thet‘only three group5'3'

interested in protecting human subjects had made FOIA

‘requests, we have been 1nf0nmed that these three;éo

'requesters accounted for a 51gn1f1cant portlon of;the

' total requests." (Emphasis added.) The "we have been

informed" langudge seems to imply that Wallace discovere&

the truth from Sources other than the Panel and/of the

Government and implies the basis for the ﬁfallacions

survey results' comment.

- The Panel on page 17 clearly states v, . . the request

of cne publlc interest group for apprec1ab1e numbers

of research applications raises the prospect of 1arge4scale_'
multlple requests under a short deadllne for reply '

(Empha51s added.)




| Further, the same data made avallable to the Panel by
:'*NIH and other 1nformat10n clearly 1nd1cat1ng the ?

T source and number of requests on human subJects was,

'-;'avallable to the drafters through the Comm1551on, Panel

3)

.4and NIH for their review.

The handllng of this matter raises the spector of ‘a less
than zealous 1nvest1gator ready to accept the current

11mate of 1nst1tutlona1 consplracy W1thout 3ust1f1catlon.

- It is also clear that the drafters made no separate _

review of the publlc requests that both the Commlsslon

and the Panel were charged to review, but have_chosen to

~ critique the position of the Panel on the data without

an independent review. Accordihgly, if the'paper:is

intended to respond to the Congressional charge of

reviewing these requests, it fails.

Most 1mportant is the paper s mlslnterpretatlon of the

Panel's recommendatlon. FlTSt the Panel adV1sed that

peer review be a private dellberatlon Second, ;t

.'recommended leglslatlon be passed to protect.intellectual
‘property rights. In support-of the latter, the‘fanel

- discussed at length the Energy Research and Development

.,.Agency (ERDA) precedent whereln Congress created an

'Exempt1on 3 amendment to ERDA 1eg151at10n returnlng to
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5_--of FOIA (see page 13 of the Panel

The 'Onlyisensible inrp_lication 'to bf 'drann frc_n;ﬁ the Panel.
| 'Report was to arnend the PHS Act in a simiiar manner The
_. Wallace report touches on thls recommendatlon on page 63 :
by merely 1nd1cat1ng that amendmg "*the }ifederal patent
laws" cannot entirely resolve the problem of protectmg

E :mtellectual property . SR

: Whlle the Wallace statement is correct., it 1gnores the
clear intent of the Panel to follow the very mportant
ground already plowed by ERDA in Congress in protectmg
intellectual property rights in similar 51tuat10ns,

through amendment of the Agency's implementing s.tatutes.

As noted above, I believe the Wallace recommendatlon unworkable (as

_ well as un_',zustlfled), since the idea portlon of a proposal cannot be

realistically separated from the totality ofrthe sc:.entlflc dlscussmn
in the proposal and its'. disposition. The Commission maj,r 'weii '.\{fish to
examine 51tuat10ns where patentable mventlons occurred in order to-

' determine whether it would have been p0551ble to segregate the 11censab1e
result from the research proposal at the time the prOposal was -f:Lrst

- Teceived. Purther ‘it 1s well known ‘that secondary or tertlary leads -
not presumed to be the 1dea for Wthh funding is sought may emerge as the

real values of a proposal and could be lost th_rough fan.lure to_make

the ERDA Admlnlstrator the authorlt)f to protect technrcal AR

B 1nforma 110n w1thout regard to the standards or procedures AR
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'_approprlate efforts to segregate - If the 'Segfegation of iideas ié-hot‘

possible, it serves 11tt1e purpose to dlSCUSS the remalnder of the

' recommendatlon in deta:Ll However there can be 11tt1e doubt that 1t

\A

Larries with it a heavy admlnlstratlve load also unjustlfled unless

Some value 1s derlved from ‘Tandom publlc access

My unhapplness w:.th thls paper leads me to ‘wonder whether con51der-
atl_o_n should be given to openlng thls questlon -- if this was not done --
to ja_roposais from other iegal and-scientific scholars with appfoiariate

credentials to speak to this immensely important problem.




To: | - Julius B. Richmond, M. D.:
R R A.551stant Secretary for Health
.Frcm;v S Lowell Harmlson, Ph.D. _ 7
: . .Science Advisor - o "
Offlce of Health Pollcy, Research”
| : and Statistics SR o
B Subjlect:. - Request by Stanford Research Instltute for nghts to

Inventions made under Subcontract with NHLBI

| April 5, 1978 recommendation to den)r SRI's request for inventior nghts“ff"_

U to J';rlv=nt10ns 'nade by SRI in performance of a subcontract w1th NHLBI

| would be a precedent settlng dec::.smn reversmg long sta:ndlng Deparment

".j"'practlces L O

Mr Felner mdlcates in. the last paragraph of his memorandmn

"The factual decision as to whether it would be
hecessary to grant the petition'foré waiver is

ycnrq to make " (Emphas:.s added)

of pohcy for your declslon, rather than law perm1tt1ng o dlSCI‘etJ.OIl

| Brxef Summary of Facts

: for r:lghts to six 1nvent10ns which contrlbute to a combmatmn B sca;n |

and ultrasonic 'magln_g systems Wthh. prov1de smmltaneous dlsplay of - _' |

. It is mportant to recognlze that your concurrence in Mr. Femer s

'_ Accordlncrly, it 1s clear that Mr. Fe:Lner s recmmendatlon is one”

' Approxmately two years ago SRI (Apnl 26 1976) f11ed a petltlon |




L transiti ion to this collaborative effort was natural

N _,_the B-<can and Doppler 1nfomat10n. It is env151oned that the system

| w111 be- useful in dlagnosmg cardlovascular dlseases in the carotld and

L femora]. arterles and for breast scan applncatlons. a

At the tJme of the petltlon SRI adv1sed that they were negotlatmg

a license to the jnvention rlghts with Picker Corporatlon in nght of
~ Picker's past and prospectlve contrlbutlon in development of the system.

e "I'he Pe1 1t10n advises that the relat10nsh1p between the partles began A

| with a1§1 earlier program mvol\ung P:Lcker development of an SRI acoust1c

T Jmagmg camera. SRI adv:Lsed ‘that before collaborat:l.ng W1th P:Lcker 1n .:' . -.

- ~that case, exten.51ve negotlatons were also held with General Electrlc

“and .N V. Philips, w1th Picker bemg the only company 1nd1cat1ng a

" desire| to proceed In llght of SRI's pI‘lOI' mvolvement mth Plc:ker on

. th]_s closely related technology, the petltloner mdlcated that the JERINRIE B

At the time of the pet1t10n SRI adv1sed that "P:Lcker is presently

' fundmg the development of the subj ec:t J.maglng system w1thm SRI at |

"::‘the ra1e of $170, 000 per year end by the end of 1977 (21 months away) -

~will have expended approxunately $500,000 in thls effort.";' (Parenthetlcal

'i'cl'ause added) 'This does not_include the 'I:.narketiﬁg 'expenditures P'icker:f '

‘will ‘make assuming this petltlon is acted on in a favorable fashlon "o
(Eﬁpha,1s added) | | 7 BEREE .' =
L _The petition 1nd1cated that by the end of 1977 SRI would have REEN
| "'re.celved $680, 000 out’ of $1 800 000 funded by I-IEW the ‘balance gomg to

L Mayo Clinic for cluucal_ testmg- of the prototyp_e In add:,tlon, Plcker




A e

o from i1
- appears

7 Mr. Fej

B in addltlon to future marketlng costs

- The petltlon was rev1ewed by the D:Lrector of NHLBI {the ftmdlng |
Ins.‘.titute) ‘and NCI (who_NHLBI md1cated h_ad a current interest in the_
- technolpgy). ,'Both Institutes f_avored.the: gra.nt of the'petition. : _N'I{LB_I_: _

Atove is only in slrght variance to the facts as set forth in the
.flrst ;:aragraph of Mr. Femer s memorandnm thouch 1t is in greater "

> deta11

e

e perlod of excluswe 11cens:mg as requested to assure

w:.ll have contrlbuted $500 000 1n a1d1ng SRI in completmg the prototypeé .'

. "In view of the mvestment by Plcker Corporatlon to

o date, 1t is approprlate that Plcker be granted an 1n1t1a1

o to the market."

in order to enable response to Mr Femer 's recormnendatlon

Agreement holder, whlch g:.ves ‘them f:l.rst opt:Lon LO grant mventlons.
'Thls suggests that thelr experlence under the IPA because of r-ertamty

_of rights lead them to seek the collaboratlve a1d known to- be needed

5 to have prompted SRI's actlon m th:l.s case

iner's Aprll 5, 1978 memorandmn

A

;requn-

o ’.'-followed _With ccmnents.

mm1ber of the statements made 1n the Apr:t.l 5 1978 memorandmn

_"mad_e _01 this case, Each statement Whlch requlres rev:Lew is quoted and

‘.'expedltlous completmn of the 1nstrmnent and mtroductlon Bl

seems also mportant to note that SRI is .an Instltutlonal Patent“-'
1dustry as early as poss:r.ble That 1s the 1ntent of the IPA and _-

further ampllflcatlon before an educated pollcy dec1510n can be

AZ.";ﬂ




.. In the fi_rst paragraph.:' - _

"There is no indicatio'n that SRI contributed a
51gmf1cant amount of its own." B

This statement reduces to zero the value of SRi's past and future _.

-inventive contrlbutlon to the system or malntalnlng managerlal effort '

) for identlfylng patentable subJect matter f111ng patent appllcatlons

.and negrotlatmg collaboratwe arrangements with mdustry in order to
~ expedite dellvery of inventive results to the public.. Even dlscountlng
~‘the inventive contributions (though it is clear that SRI did not enter

into the contract with an Mempty head") and'the management costs

' ‘involved in 1dent1fy1ng these 1nvent1ons and expedltlng thEII‘ del:.very

to the publlc, the cost of. f111ng and prosecutlng the six patent
.applic ations mvolved is calculated to amount to between $12,000 to
- $18,000. None of these costs have been remeursed g o
T In the second paragraph: '_ _ '_ '_ |
I "In this instance the contrlbutlon of the Government '
o s clearly not small." - L -

" ) l_\!illle the grant of the petition in thls case 1s better supported
| '-:by.'the test "t call forth the prlvate rlsk cap1ta1 necessary to brmg

_ - the invention to the pornt of practlcal appllcatlon " it seems

reasonable to suggest that the $680 000 subcontract cost (not all of

B _which was devoted to makmg the mventlons) is small when compared to

" the '$‘00 000 Picker contr:tbutlon and the addltlonal P:Lcker dollars - :

- _neCess ary to establish an assembly 11ne _to convert the prototype to




o arpredl

;(Ihe‘ne

“  that We
| l'II

'T-fproduc

ilneceSSarylto market a productlon model. The 1dea that Plcker S $500 000' |

" should

htion model_whieh‘may_run many'hundreds of thousands of dollars.
ed for additional funds was confirmed by NHLBI, who also advised

rk on. the prototype would require another six months. )

lthe thlrd paragraph

"There appears to ﬁs to be no clear basis for flndlng“

:”that the waiver of patent rights is necessary to

"_call forth the capital to bring the 1nvent10n to the
7' po1nt of pract1ca1 appllcatlon, that is, to make the :
-'.1nvent10ns' benefits available to the publlc on more-:“

‘than .an expermental basis. The SRI appllcatlon _
- 1nd1cates that the . 1nvent10n.may -already be at that p01nt
and hence, no grant of greater r:Lghts would be necessary
":'Bven 1f this is not the case, it is not clear that it
-_1s necessary to waive the rlghts to the invention to
o SRI in order to call forth the risk cap1ta1 that E

would ‘be necessary 10 brlng the invention to ‘that point.

'Frrst it is already clear that Plcker has . expended $500, 000 to

the prototype, and an add1t10na1 large 1nvestment W111 be

be_vieWed as something other than rlsk capital would suggest

- ‘that the Department is willing to take advantage of Picker's_naivetef

in making thatiinvesUneﬁt,_while SRI?s'petitioﬁ langﬁished in the

 Department for over two years.
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Second, the- further suggestlon that the Deparunent should ta]-:e - o
* advanta ge of Plcker s mvolvement w:.tnout knowmg thej.r rights and |
" - "hope'* that the contmued fundmg w111 be nece551tated because of that

involvement will signal future 11censees that it is hazardous to '

_ expedlt 1ously commit capltal to collaboratlve projects wrth Department

' _contrac tors w:.thout prior certalnty of their rlghts .This would -

result in delay of technology transfer and the 1nnovat1ve process.
' In the third paragraph ' B ‘. |

' "If the Plcker Corporation is w:Lllmg to: develop the

- invention under a limited exclusive 11cen$e from SRI,:
- it presunably would be willi_ng'to- do SO %uu.der a
- similar license issued by thls Department “
_7:,(Emphasls added) i ‘
| As :Lndlcated this 1s a pre ptlon and even 1f correct elnnmates
any :_i_nc entive on the part of SRI in contlnumg to aid Picker: 1n further '
1 “development. Further, the suggested procedure Jmphes that the nmovatlve
S process is static rather than a dynamlcally changlng 51tuat10n requlrmg

- SRI's contimued lnvolvement. I‘he changing nature of th_ls partlcular

B ) 'system was alluded to in both the NHLBI and NCI recommendatlon to gra.nt
the pet 1t10n ' ' |
In the thlrd paragraph _ i _ |
' - "These Regulatlons (41 CFR 101- 4) prov1de that excluswe
11censes may be glven for inventions Wthh are not |

developed under non exclus:we licenses, under a basic .
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- standard that is snmllar to the standard for greater
"rlghts determlnatlons under contracts.“ (Parenthetlcal -

,clause added)

- The statement falls to note-that prlor to any grant of such

-Iicens,, the Department must flrst take title from SRI and make the

-f-ninventlons avallable for non-exc1u51Ve 11cen51ng for six months, p0551b1y ' i

| fdelaylng Plcker s 1nvolvement (if st111 1nterested) for that time

1 period.' Further, the memorandum falls to note that the OGC has taken

- the p051t10n that Department granted exc1u51ve licenses must retaln

. _the right to sue 1nfr1ngers in the Government Thus, 1f the invention

?‘:is.infrlnged the 11censee mst convince the Department of JUstlce to

'5protect its rights. The Department of Justlce has never taken sure

o otior, and because of the state of the law, it 15'w1de1y be]leved 1t

*Aw111 not prlor to 1eg151at1ve clarlflcatlon. Thls 51ng1e p01nt

1"51gn1f1cant1y changes the rlghts obtalnable by Plcker, through a. 11cense '

' ﬁmtmD@ﬂmmtv _ G LEE e T . ;
ﬁbre serious in thlS case is the fact that before the Department

'r;could

rthatJ
-contm
; _inyes

under

grant an exclu51ve 11cense through the procedure recommended 1t

need to prov1de publlC notice whlch prov1des to the same competltors |
refused to 1nvolve themselves in thls opportunlty when flrst :

:ted by SRI the ablllty to now take advantage of Plcker s $500 000 I
tment. (It seems douotfuluthat another_developer would appear |

any circumstances if SRI is unwilling to contribute to the completion

~ of the system.)




_'Ifhe memorandum s suggestlon that publlc notice was. not pronded
:i.rrthe AS&E case is incorrect. Notlce was provrded in that case even -
.'though not requlred by the Federal Procurement Regulatlons, and was
the 1nstance that lead dlrectly to the two lawsu:Lts flled by AS&E
'-.'agamst the Department for breach of contract. o |

The fourth paragraph is’ entlrely 1naccurate.' The Instltutes .
-involved have handled TumeTous petltlons from non- profit organlzatlons L . I :

- for ownershlp of mventlon rights and are spec:lflcally asked whether such

; petition should be granted The petltlon made clear that upon. obtalmng c &

" title SRI would negotlate a license with Plcker. The suggestlon that’

i ;{SRI"S argument is essentlally that they assumed that the waiver would
: be g'r.mted and proceeded accordmgly 1gnores the:.r petition, the '
- Insti tute reccmmendatlons and an understandlng of technology transfer

" and the inmovative process. '

- '_fConclusmns |

__ﬂ.) Concurrence in Mr Felner 's recomnendatlons 1gnores the R .

: e ‘equities of SRI and Plcker. o _
e .z.) _Concurrence would ratify the concept that "rlsk caplta e : ' | r
is only those sums expended after the date of the grant of R S
"_:_a petltlon as opposed to funds expended before the &___t.'
- 3) _ Concurrence would 1og1cally requs.re the -same act10n 1n_
;future'ca'ses where a non-profit'petitioner ﬁas able. t"o

: .." persuade as m thls case, a prospectlve 11censee to comm1t

any cap1ta1 prlor to action by the Department.
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Douglas Frye, NHLBI/NIH
- Roger Powell, NHLBI/NIH
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Because the communlty involved in technology transfer is

ivery small and is already d1stressed by the 1mp11cat10ns
'__'of the ASGE case, concurrence would negatlvely affect the
b"eﬁvironment of girejahdffaké necessaty to the chemistry of =
téchnblogy transfer by éreating uncertainty in Departmeﬁt_
‘déalings in this area. Past expérienCe indicates that -

' uncertainty of ownership in inventions based on specious

policies resultS‘in a withdrawal of resources by non-profit

ﬂ organlzatlons 1n 1dent1£Y1ng 1nvent10ns flllng patent

appllcatlons and seeklng 11censees.

.. . Lowell Harmison, Ph.D.’




-p0351b1e it serves llttle purpose to dlscuss the remalnder of the

-9--

approprlate efforts to segregate If the segregation of ideas is hot

recommendatlon in deta11; However, there can be' llttle doubt thatw‘

Py

'.carries with it a heavy administrative load also unjustlfled, unless-iﬂ

some value is derived from random public access.

My unhapplness w1th this paper leads me to wonder whether con51der-

'4at10n should be glven to openlnv this questlon -- af this was not done --

"sto proposals from other legdl and sc1ent1f1c scholars with approprlate

credentlals to speak to this 1mmense1y 1mportapt ‘problem.
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Colorado State University

Vice President for Research Fort Collins, Colorado
303/491-7194 : . 80523 .

PATENT BRANCH, 0GC

DHEW
22, 1978
AUG 281978
Mr. Norman J. Latker
Counsel

Department of Health, Education
and Welfare
Washington, D.C. 20201

Dear Mr. Latker:

I would like to apologize for the error I made in my communication

‘of August 9 to the IMURA members and hope it has not caused you any in-

ience. Attached is a copy of a second memorandum which should cor-

tect the first. Thank you for bringing this matter to my attention.

Sincerely,

Cynthia J. Hanhson
Asgistant to the Vice President
& Patent Officer

Attachment
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A ' T T e T "Ccnldfédb'Stﬁie Unlversliy' =
- Vice Premdent for Research LT L S - Fort Collins, Colorado _
;. 303/491 7194 ' : T T T 80523 : .

MEMORANDUM

' IMURA Memb ers-

FROM B -‘Cynthla J “Hanson’ f_//ﬁ Z/’ié-t,\__/ ' \»&M&?i-—-——v L
- -SUBJECT: Memo Bau.ed August 9 1878

DATE: B Augus.t 18, 1978

The| subject memo was incorrect in stating that Mr. Latker, Patent .

sel, HEW, had requested us to assist in obtaining support for
Uniform Patent Policy for Small Business, Nonprofit Organizations,
Universities. This request came from SUPA, the Society of Univer-

sity Patent Administrators and not from Mr. Latker. The information
from SUPA contained information from Mr. Latker. As you know, it is

not
and
‘that

cam;

appropriate for. federal agency staff members to support legislation:
therefore my memo was incorrect. - Would you please destroy it so
it does not, by chance, get transmitted to Washington.




o o S S Ccﬂorado State Universlly .
W%ﬁmMmHmRuumh e A .o et Fort Collins, Colorado
", B03/491-7194 : _ : T T -.-_80523 o

MEMORANDUM

TOr o IMURA Members =~

o : : : : ;: - :
. - FROM: - Cynthia J. Hanson - /47 ’ff%ig, 5:<§ﬁ?ﬁ>xgégau;;h__'
' S . - University Patent Off}CGI :
e - SUBJECT: ~ Uniform Federal Patent Policy
DATE: " August 9, 197§
_f? . ' T have been requested by Mr. Norman Latker, PatenL Counsel, Health,

. Education and Welfare, to assist in obtaining support from this region
in the implementation of a uniform Fedexal Patcnt Policy for small business,
nonprofit organizations, and universities receiving federal funding for
résearch and development activities. Specifically, Mr. Latker requested
-contacting research administration individuals in this region and that they
in turn contact their congressional delegation indicating a position of -
support for a Uniform Federal.Patent Policy. A new bill is being prepared
andlis to be introduced in the Senate in the near future. This bill is
“entitled the "University and Small Business Research Utlllzation Act of
1978" and a copy is enclosed for your review. Also enclosed is a copy of
my letter which was sent to 211 Colorado congressional delegates. I would
"like to request that, as soon as possible, you contact your respective
~ Sendtors and Representatives as well in support of the proposed act. If
1 may provide any additional information please do not hesitate to contact-

i
i
|
I
i
‘

et

‘me. |
 Enclosures .- v/
cc:i Mr. Norman Latker

Mr. Howard Brcmeg




