Continued from pﬁge 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 priges
“for the fruits of tax-aided research. It's a
free lunch, say the ¢ritics, and it’s not
fair. One Senate aide who was skeptical
of the bill put it this way. ‘*Atthe 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 pohcy 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 tunds

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 bé
chanse The innovaticn
over,: is becoming pop

denced not only by the A
domestic. policy rcvnew

coverage such.as the 413

cover .story ' op. mnova
*‘Has America lost its edy
of opinion are shifting. It
take a leap of logic 1o see
lic policy might include
private gain, especially w.
tive is patent portfolios 1
on government shelves.
—Wu.l

B

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 § 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 eredited 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 (GAQ) 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,

" evenmallv releasing 30 to 40 natents a vear on such a case-

send all requests for patent waivers up to the
counsel's office. And there they sat. Up um
Latker had final say. on patent transfers. But n
public position of HEW was that all patent n
“under study,” and that no one in the genes
office was quite sure just when the review w
ished.

By the fall of 1978, more than 30 requests fi
patents and three requests for IPA’s were gath:
the general counsel’s office. Universities go
complained to Congress. So did Latker.

In September 1978, Senator Dole accuse
**pulling the plug’’ on biomedical research. To
charge, he quoted an internal memorandum frc
general counsel’s office. **Recent experience v
cost of proliferating health care technology,”” it
gests that there may be circumstances in which
ment would wish to restrict or regulate the ava
cost of inventions made with HEW support.” )
tary Califano and his advisers had decided to
“‘rupaway medical technology.”” One way to d
parently to deny universities the transfer of |
from government-funded research. On 13 Sep
Dote and Bayh held a press conference and «
bill that would cut through the backlog. HEW
quickly. The next day Califano ordered his sta
the patents back to the universities. Within »
released 20 of the 30 patents. Soon afterward 1
leased Latker.

Departmental spokesmen now ‘insist that La
given the boot for blowing the whistle on H
was dismissed, they say, because his supen
Beattie said Latker did not meet ** professional
and because of ‘‘specific instances” of mi:
cluding **forms of lobbying flat out forbidden
ernment’s codes of conduct.”

Latker recently told Science, however,
charges were never brought against him. He
fired. But now that the civil service has reinsta
HEW has decided not to appeal the ruling, La
is simpiv elad to be back. “*It’s been a difficult
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feed Tor Chanées in Bepartment Patent Policy to Permit Effective |
Collaboration with Industny e Sl

- The weneral problew

. As you knov; the Deparument'a patent policy hag been.a controversial ;
_subject for a mumber of years. Dr. Endicott was so concerned about

 'review. Since thet time our problems in the area have inereased Lo

 'be subjected to a prompt review. HMeny of our most pressing problems

“essential to colLanorate with & commercial orbaﬂlzaﬁion in order to
couplete their work. Az De. BEndicott stated, drug menufaeturers are
_unw;llinﬂ to develop drugs with lamited markets vithout soms &egree
*fof patent nrotection. I o R T

As you Lnow; bhe DHEW‘Patenu Renulatlonu pravma¢ for reyortinb of all:
‘inventions generated im the performence of a Pl funded grant to you..
* for disposition. Offleiallf, paragraph u-a(b) of the regulations
opermits the disposition of patent rights to a grantee institution if

_there ls evidence that thie will result in faster development of the
invention for public use. In practice, this paragraph has not been

' for Department approval heve invariably resulted in decisions to keep
title in all repertea inventions with the Federal Government.r _

The Department has determined that when compcunﬁs are syntnesized hy
 is confirmed by an independent screener, the resulting invention, as
" as gbove, acerues 0 the Covermmend whether the screening ia done

a;gratultously or for hire.

- extramural orgsnic chemists in bringing a2 compound which suggests there

" the ares that he wrote to you on April 18, 1942, suggesting a thoroughs‘ﬂﬂ'J*
the point where it sppears to be imperasive thet the Department poliey |

 '0ccur at the point vhere our sclentific investipators Teel that it i :mg

" used in spproximately Tive years and proposals which have been advanced f7fff

o grantees with IIH funds and the grantee's suggested therapeutic ubility %ff'fl

. sbove, will be reported to you for disposition. Title to the invantion,g;;x;i

Wi does under some circumstances, '.gb'CCVsc;'amd'i+s‘iﬁ*rémural and - |

'aneatia use to the pnint of commercial use by f1nancing the ﬁevelopmenﬁ

AT TET R
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" of alinical anta needed %o gupport an approvea nnW'drug &pplication

z'{r](L.Dm&) Further, KIH is supporting e number of investigators who .
‘. ‘sre developing elinical data on industry owned compounds. Thesge

dats ultimstely form a portion of the data sccumlated by industry ;i;‘i','f’-a

in supporting thelr W.D.A.'s. Bub in & ruwber of situations NiH's

abllity to aid 1ts intramural end extramural crgonie chemists is i
27 1imited to the funding of the actual synthesis of the compound, &nd

© providing or eiding in obtaining scréens designed t6 distinguish '

7 posaible useful from non-uaeful drugs, end possidbly & portion of
" the elinical dsta needed for an N.D.A. But an N.D.A. requires (l)

" extensive elinical dsta slong with (2) toxieity dste and (3) eny
date showing adverse side effects that develop in the course of
 ¢linlesl use. Thus, %he NIH supporied scientist whe possesses &
. compound with 4 suggested utility or with a utility confirmed by
" on independent mereener snd would like %o have it brought to the -
podnt of somzerciel wse finds that the drug industry 18 best sble
to aegunnlate all the dute necepsory for licensure of & pew drug ;
beesuse of organizabionel structuwre and eonbiming familiarity
with various rquirements essentﬂal %a their objseti?es. LT

‘Attituﬁa of the drug industrv

- facturer's dasociation (PMA} and in some instences individually to
~.  eollaborate with our sclentists in bringing their drugs to the point
| of practical eppllestion without some gusraniee of exclusive patent
L rights as compensation for and protection of thelr possible invest~ -
U ment, Since an investment ultlmately mey amount to between $200,000

. and $400,000 for an N.D.A., PMA feels the requested exclusivity ia ~

.. needed because the rigks of ultimete non-marketebility, due to uncerw
. fainty as to ulbimete safety amdl effectiveness, continuel obsolescence .
©of druge, as well as the ever present competitive factors.. Under 5
. present Departmanxal policy, 1t is clear the shove gasrantee cannod
" be glven. As you can see, thiz pitustion results &n a serious loss

inventiona¢';;;vg_

: Pending cases

f Ve have ‘gome af thﬁse cases pending nom in bbth the intramural and
extromural aress, dand 1t appesrs thed positjve*resalution may ncﬁ T
L result ‘without some ehange ¢n our policy; . JUNCTR

Buﬁ the &rug industry ha% refused through.tbe Pharmacauﬁieal Manu- '

- of ingentive to lnvesy in the parf%ation end marketing of PHS auyporﬁadiw |
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o Am gn example of a situstion exisﬁing in owr intremuesl progrem, -
©Dr, Bjeoerdsme of owr Heart Institube has devised & new test for

D use of tyramine in testing for pheochromocytoms hes resulted in no
morbidity as is eszociated with the commonly used test for this

condition, This test is certainly of medieal importance but could . -

nol be consi&ere;d finamially mportant 'i:o 8 c:ommareial orgga.nization.

Since this invent.ion involves the ‘fsrea,umut of tha !mman 'bﬁ)ﬂ,‘f, gt
N,D.A0 would have 4o be obtained before the iuventlon gould be pl&cad
in the kEnds of the publie. NIE has no program which would provide
the taza.iaity an't cliniaal ‘#&ﬁ‘t‘..‘ing' ,Lata neaessary fa:x* smh an N DA, .

‘__ &erc}x con@any, & J.aaaer :Ln the ﬁyyertamioa f'ie'l a ” haa indic:ated to :
 Dr. Sjoerdsms thab they wouldihe willing %o eompile thé necessary
data for an N,D.A. bub has requested thet they be granted & 5 ygar’
. exelusive license in order to recoup theiy investment. Presently, . .
. the Pureay of Medicsl Services iy investigating thefr capability in .

. Dre Sjoerdsma's test. Tt is not elear &% '(*.his fime vhether they ‘will S
e a‘ble ¥o ;proeeea. o : o

the field of antihistemines, 1s willing to compile the necessary

toxieity end glinical deta for a drug synthesized in parforpsnee of‘ N
& PHR grant for wse as an sntihistamine. In retwrn for this sewice N
Schering a-sks fer excalugive patanﬁ rightaf. ' _ T

. Pres iden‘h s l963 memomndum

-"_'Perusal of he Pr&siden‘h’s Ge‘bober 10, 15}6‘; 5 memorsndmn on paten'ks

. indicates that the Government has s responsibility 4o foster the

- fullest exploitation of itm inventioms for the public benefits The

. memorendum Further provides that the public intevest might be served

by aseording exelusive coumsreisl rights to a contractor in aitustions
. where @ contrachtor bas #in established non-governmental eommercial

would be worked snd put into public use than wbuld be the came 1F the
invention was made more Ffreely evailsble. I such rights sre aceorded
e contractor, the memorandum reguires salsguards agains'b repressive
practices and insures that the-publie will be mdeduately protected by
& eleuge similar o the “march in" cla,use of owr ﬂancex* chemotharagy

" pheochromocyboms based on préssor responsiveness to tyramine., The o .

" apewmilating the elinical date neeeészery for an approved N.D.A. for -

In 'the extramuml area wez have 8 similar pro‘nlem with a Dr. Rosa af : .i.j:
- MeGIl) University who hes found that Schering Compary, a. leader. in R

. poar’zioxz and where there is a greeter likellhood that the invention =~ [
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A t-roulm appear from yl’-’.ﬁﬂﬁ PPOViEoE i.has ,Lt s ‘i;?a@ a‘bli&,a:.im of the i
- Department 10 see that drug inventions synthesized al its expense sre
S brought o the podnt of ymauical m:plicmion by any weans 8t ita - o
T dlsposal; one of vwhich way be the granvlng, wader propsy safegusrds, oi“ L
... exclusive rights to private inﬁ.ust:r:f 88 an imenmm for further o
”j_&@%ﬁmmmm. R : _ . .

. f;f_NIH recommend&tion" ”.[~   f _3"___   "f j '”;f. -

" I personslly am in favor of groantling ahmﬁ; periods {in relsticn ta REERRIEES S
the ususl 17 yesr patent monopoly) of patent exslusivity in a sifuation

as discussed sbove, since gompoinds vhich shov some promise In eorly PRI
stozes of investlgation ere of no benefit 1o the public end do not BEIVE .. L
the public interest unless gliniesl testing for an effective H.DJA. d6 0 0 o
undertaken and the resulting drug werketsd.  Purther, siuce the visks | Mo
of ultimete non-marketebility of such compounds &re very great, it seems -
4o ne thet the Government should elcdurage indusiry to take the risks o:f: R

. development In the publle interest, provided, of ceurss, this is doue

Cunder -Lna ﬂamwuarﬁs set i'orth in tne Presi&en'%;’m BB » :

LR

x wculd point out than, in liea of grantmu such exelusive rights, we
auld gnter inta gonsrastes to develop NIH inventlons and pay the full
‘cost, including a reasonsble profit margin. it would seem obvicus,
" however, that 1t is infinitely to the Government's edvantage %o encouragﬁ
s dndustry $0 finauce the cost and fake the risk through the granting of . |
”sexclusiva wights under the provxsiona of thel President 8 m&mgran&um,f"=

As a further thought in reggm’& o "e:hm matter, 3: Uoulcii li?se k] pam'a ouk
that, &z the Depariment patent policy reads now, CCHSC -could enter fnto i

& contraet with a drug msnufacturer for drug development and leave patens
ri@.ts with the manufacturer through the slteraste patent rights clause.
But 1T this gewme drug was synthesized by one of our grantess or &mployees P
we ¢ould do nothing to give exclusive patent righis to the same m&nu,.:—m!;lm
in order to bring the drug to the yoint of practical applicatiar' =
seems. ‘bo ‘be incaxmmﬁant ami fshcbulé. ae raatifia&.

'Anything you can é!.o to hring thecse pra‘blems *Lo the athéantion of ‘i:ha
Depariment for positlve resolution would be gz'agtlg gppracistad. -
ean prmriae v with fu ther infavmat.igm cm ' msi'c‘faaz‘; plesms :bsz; rna

it e B s i,
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TO:"f%;‘; Surgoon Generalj'xﬂb é
7 Throught Directer, I Gﬂ/NCE :
R April 18; l902

© FROM: - Director, NCI

' BUBJECT: Patent Policy .

Sk oan d6¢plj concerne& over our gresent patent. policy snd over

. operating trends which sppear fto be ﬁ_veloping within the Depsritment
- of the Public Health Service in isplementing the poliecy. I thini
. our policles nee& gxamination by an external study group selacts
. 80 ag o provide broad competence in economicsg, Tinance, industry . -
‘end lsw, =8 well as scieace and wedicine. I urge that you seek

s suwpport from the Sccrq Lary fo¢ “he appointment of such a Dbody..

&

BA C'E'QC“\OU“\“ !

©Our present patcnt p011cy for exployess and grentees has not created
_meny problems for us and has Found some Mpﬁrooabion in the Conbhessa i
" On the surface, the policy appears 9 protect. the public interest :
" witkhout imposing a serious. adwinistrative buraeq._ In general, We .
advocate publication in. lieu of pstents and in those situations 1nure
‘patents sppear desirsble we dedicate bn»-baten 5o az to make the.
irventions freely availsble. We raly on Lndlwidual seientlstes and
their institubions to determine when ap invention has occurrei and to
ioform us g0 that appropriute &CLLOG v bu taken..

Lhe mogt casual examinat'ﬁn of our iilu of iﬁvcntion rep orts
a general lack of awsrenzssz of the nabure of inventlons on
of scientists_and;insﬁ;:ywﬁoau; I suspect thet rany inven-
unreported. . It is wvnlixely thet the information In many of
¢ Gdshed papers constitube invention digclosures sufficient to :
@Etop Cthers from acqpirlﬂg natenta. ;_f--'gé;,: ; ;_f¢“ - _-_}23‘_z:j

Growing swareness of g&os in our operstions hasg: ch ﬁo & recent ”lurry
8 designed to Gignten ERRY) reporting procedare and thusl -
give resi substance to our patent policy.  The gbeps taken thus far
are superilceial and.ﬂill 7?obanxy not G&anve uhlqvb much but the 'c-is-
ing pressure 50 put eaLZLaeth ln: the procedure and to rucwuit
o, handle the anticlipated - workioad, The total iwpact of auch
is difficult to assess but there is much to suggest v

ng thousands of stimuleted inventlon reports the Departuent
uld probably create & patent portfolic which would come to dowi nate
gdloal ue&lﬁ]ﬁ&l Pdulpmeﬁt« I =m

oL ag
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a
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- the antire fLeld of. orugs and o
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Furthermore, we need to unders
meagure rights reserved to mov
ment of the publle heelth. K
the dynamics of industry, granice in
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Mcr..o“anchm dated Auguu"c 3)43 18

L om attuchinu o mau.ore:adlm from the Director 5 Hotlonal Institutes of
‘Health, elaoborabting on the problem of colleboration with industyry both’

ca.::not aflord to lc:u it go mc,olvnd much lon,_,c:

Yy owr gravtees and by ocur owva introsural Investigoterss Ve have Tecw
. oznized this problen Loy a congicerable pe iod of time and. behem wa

Uhcn wve £irst bc'ran (e) c‘if‘cucs i the prchiem wos
Cpolicy prevented a type of indugtrial collaheration necessary
‘ c,cs Pl developmaent of an Invention to tho poi::’:,

‘e
.

"'*1 affmcion to s‘vcc:ii‘ic cases cited in Do Shtmnom g womorandun, we m:wa
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