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I am deeply concerned over our present patent policy and over I
operating trenda vhich appear to be developing vi"hin the Departpent
of the Public Health Service in implementing the pelicy. r thi~

our policiea need examination by an external atudy group aelect~d
so aa to provide broad competence in economics, finance, induat~y

and lev,· aa veIl aa ecience and medicine. I urge that you seek I
support from the Secretary for the appointment of aueh a body. I
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II;i ~o focus down on specifics may I offer the following comments
the regular patent policy vhich has three main elementsl

l
patent policy! presentsof the above components of the

obvious, some obscure.

to patent is
Surgeon General.
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the grantees and employees are requir~d·to

Inventions to the Surgeon General; an~

It emphasi~es dedication of inventions
public through publications;

final determination of the right
solely the responsibility of the
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Im..., .!
~ue publication policy presents a number of difficulties. The I
original supporters of this policy assumed that pU.blieation·reattlts

t .
in inventions becoming open to the public. Furtcermore, it vasl
assumed that placing an invention in the public domain would al~ost

alvays serve the public interest. There are grounds for doubting
that either of these t'1/'O surmises are true.' I

-%
Publications of scientific data by employees and grantees, like!those
by scientists generally, are not specifically designed to disclose
inventions. Consequently one can expect that many published scientific
findings vill remain available to patent by others since the pa~ent laY
requirements of full disclosure vill not have been met. The pharma­
ceutical houses can be expected to capitalize on such an opport~nity
and they often employ university scientists as consultants vho 4an help
them do so. i

fs

Publication of nev process or nev usc patents, relating to an a~readY
patented material, merely give added benefits to ~olders of proquct
patents so the eooceJ?t of free availability of SUch inventions i;a
meaningless. -I

'Where publication docs result in an open invention it is not el~s.r thet
the public interest is served. The drug industry ,in the United lStates
is to a great extent built on >.tent rights. If ~ compound is Q~en,
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attempts''IIill be mnde to develop ~ rel~ted compound, not neccsstu'ily
better, 'IIhich can bc patented. ~us, pUblication tends to IItim~lnte
the marketing of patentable substitutcs r~ther th~n the origin~} ~nd,

perhapll, even better drug. . !
t

There ill ~ considerable time and dollnr span betwcen a conceive~ and
a marketable product. Applied research, development, productioh,
engineering, testing, securing a ne'll drug application, and mnrk~ting
take much effort and substantial investment. ~ere are reaaonslto
believe that a no-patent concept delays the marketing of inventions
because there is no protection for the investment of the develo~er.
'We know from expeI"ience that We have trouble getting manufactur\>rs
to produce new drugs '\lith limited markets and 'IIhich are not protected
by patents. ~e situation regarding exploitation of unpatentable
drugs of greater value is not clear' but there are good grounds tor
believing that the delays in getting such an open compound to m~rket
is substantial unless the company oan acquire other means of pr~tecting
its investment. I
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y . It has been-'our-observation that repor-tine; of lnyentToi1's, and
decision-making on patents, re~uireo clooely knit organization, !strongly

s
motivated to the need :for patenting, elaborate procedureo and r<;cOl'ds
tor establishing priority of discovery and high-paid staff,

.!

Neither the HEW policy statement nor implementing instructions ~escribe

vhat an invention ie, or at what point in the process between c9ncep-
tion and demonstration of utility an invention is made.l/ !

- fl
Inventions simply are not being reported in anything like the v0lume, .
one 'IIould expect in such a massive research program. Discussio? of
this phenomenon 'IIith scientists reveals both ignorance and apat~y or
even antagonism to patents and to invention reports. I

1
Fe'll of the scientists kno'll the essential elements of a patentable inven-
tioll and most of them are unaware .that they are inventors. Those 'IIho

I

do knO'll prefer publication and see little point in filing an intention
. report since any patent 'IIhich might result 'IIould probably be de dLca t ed
to the public anY'"ay. ~ey see no advarrt.age to themselves, thetr insti::'.
tution, the goyernment, or the public. Others are openly antag9nistic
on the grounds thst the procedure delays publication, wasteo th~ir O'l/ll

time and tends to relegate them to the category of inventor rat~er than
scientist. If their research is supported by more than one spo*sor,
they are reluctant to be caught in the middle bet.een the conflicting
policies of the several sponsors. !

i
);

'f,

:1
j
il

'.
.\

inclUding

,~

I
[

f -". ,..,,' - .... . .. _..... - ...--' _....L
_",,1, ''-c ' !r

:.i~'~~·:·~~· :~~ '\,:. ":'~'~" '::'~',:=: ·~"t=~~=.·~~.~=.:'·~~~.~~:·~~;~=L==:.~{~' '. ~~,,;,~,~, i~·:Z=-~~I~"~~~-=·:~=~':~··
s
!
~

.

I
il
"1~·:I'
."'.



-c: '

..

,"- _..~..__._._._~.
~.

."! .••._---,_._.

!
, .~ .:••

I-·
n

- -,I ---------

:1 -----------~ I

i
\r
,I

'"

In the area of pharmaceutical patents there is the additional ,
difficulty in knowing vho ,the inventors are. One man conceives ~he

idea, another synthesi~es the chemical, another proves its struc~ure,
another tests it in animals and still others prove its utility i~

the clinic. The total process usually involves non-grantees as ycll
as grantees and not infrequently involves a pharmaceutical compaQY
as well ae several independent inst.itutions. We have given no ~id-
ance as to who reports, or when. ,:
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,~ErERMTNATION OF PATENT RIGHTS

The third po:r;tion of the patent policy provides that the Surgeonl
General has the sole ,right of determination as to ....hether an inv~n­
tion ahou'Ld be patented. When an, inYent'ion"repor»~~n_led, the I
Surgeon General and his staff are immediEitEi"tY" ~o~~f;~B~,(l;,With rna*ine;
thedec1sion vhether patenting is worthvhile., Cotlil;1d<ir'able sta:ff
time has been taken on the very :fe'it invention reJ?orts' tha't have 90me
in. Unlike the drug industry, the Public Health Service does nOr have
the skills and the environment to make judgments as to whether ajpatent
should be pursued or abandoned since the major considerations mar be
economic and commercial and, not scientific '- i

, -, " . !
Tre claimed rie;ht of the Surgeon General to make bindine; unilateral
decisiona concerning patents presents major problems as We have ~eccrne
involved in multiple-support operations. Under the existing poltcy
and practice, the S~geon General is expected to claim all rightr even'
though PHS support is negligible. !

. I

Of at least, equal importance from the standpoint of stimulating ~ol­
laboration vith industry, the policy does not nov permit an agre~ment

in advance on the disposition of patent rights in a collaborativ~
research program involving aupport f"rcm PHS and other agencies apd
organi~ations. Instead, the policy reqUires that, if any funds from
PHS are involved, the Surgeon C~neral must reserve sole right toldis­
pose of the invention after the fact.
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In conclusion, I believe that our current patent policy requiresl a
major reexaminstion. In so doine; we necd to be clear as to vhatiwe
are trying to accomplish and vhat must be done to accomplish it.l

'LFCont'd. patent attorneys and mnrke t; expert a in the drug f'LeLd,
~creey is esocntial. One rindo thesc conditiono in ph~mnceuti~al
houses but it is far removed :from the situation one rinds in the!
Bcientiric environment we rind in universities and nonprofit me~1cal
research orgnnizations.
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i\lrthermore, 'll'e need to understand Drid define public intcreot, ~hd
. Ineaoure righto rcoerved to government in terms of practical imp~ove­

ment of the public he'llth. Knowled[,e of the interploy of poten~ law,'
the dynamics of industry,' grantee institutions and the behaviorlof
,scicntists are all essentinl to the resolution of this complex ~ubject.
I Buegeot that arrancements be made by contract, or otherwise, toI
have this '\/'hole matter subjected to a thoughtful and ima;inative otudy
by a distinguished group of experts outside government 'll'ho can $ring
a tresh vie'\/' and broad experience to bear on our.problems. 1
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Kenneth M. Endicott, M·ID•
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