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Ybed Tor Chanbco in Dcvartment ?atent Policy to Permit affective
Gollaboration with Industry

.. The rencral problem
C L .

- Ag you know, the Tepartment's patent policy has been a controverslal
s eubjeet for a nunber of years. Ir. Gndicott was so concerned aovout
the ares tnet he wrote 1o you on Arzril 13, 1982, suggesting a thorouga
- review. OSince thet time our problems in the area have increased to

.+ the point viere it appears to be imperative that the Department polley
_ be subjected to e prompt review. Iany of our most pressing problems

D occur at the point vhere our scientific investipators Teel that 1t is
“esgential to collaborate with o commercial orpganization in order %o
complete their vork. Ns Inr. Ondicott stated, druy menufactwrers are
unu¢llin~ to develop drupms with limited marnets without soms ucgree
of patent protection. :

As Jbu Lnov, the DIEW‘Paten Regulations virovide for reporting of all’
( ﬂnventious cenerated in the performonce of a FIiS funded srant to you
o'for dispocition. Offileially, porograph u.g(b) s %he regulations
permits the disposition of patent rirhts to & grentee institution if
there is cvidence that this will result in faszer development of the
invention Tor public use. In practice, this paragraph hac not been
Cused in approximately five years ond proposzls which have been advanced
for Departuent approval hove invariasbly resulted in decisions to keep
titlc An ull reported inventions with the Federal Government.

Il

The Topars ment hns dete"mired thot viien compounds are Jntncsized by

S ranices ulth NIH funds and the gronteets suggested therapeutic uwbility
- As cenflimed by an independent screcner, the resulting ;nventlon, as

" gbovi, will be reporied to you for disposition. Witle to the invention,
as awove, acerues to the Governmen whether the screcnxng is done
gratuatously or for hire. : : :

HIH ﬁoes under some circumstanbeb, é.ge CONEC, ald 1its intremural and =
extromaral organie chemists in bringing o compound which sugzceots ther-
aneutic use to the point of comncrcial wse oy financing the uevelopment
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* ;giagr elinical data neaded to support en approved new drug application
f'»v]\mffN.D.A). Purther, IIH is supporiing a numier of investigatora who
» 7 7o are developing clinical data on industry owned coxpounds. Thes2

data ulitimately form a portion.of the data accunulated by industiry
~in onpporting their N.D.A.'s. IDud in e nunber of situations NIid'c
O ability to aid its intromural and extramural organic ehemlsts is
- ldmited to the funding of the aetual synthesis of the compound, and
providing or eiding in obitaining sereens desizned to Aistinguish
- possible useful from non-useful druga, eand pozsibly a portion of
. %he clinical data needed for on N.D.A. .Du% an N.D.A, requires (1)
extensive clinical data along with (2) towicity dota and (3) any
. date ehowinpg adverse plde offects that dovelop in the course of
-¢linical use., Thus, the NIH supported scilentist who possesses a
T compound yith a sugzested utility o with a utdlity confirmed by
- an independent screener end would like o have it brought to the
polnt of commercial use Ffinds %hat the druz industry is best able
to accurnlate all the dats necesoory for licensure of a new drug
becanuse of organlzaticonel strueture cud conviruing familisxrity
with various requirements essential to thely objesetives.

Attitude of the drum Industry

Buat the drug industry hos refused through the Pharmaceutical Menu-
Tfocturerts dssociasion (PMA) and in some instances individually %o

" gollaborate with our selentists In bringing thelr drugs o the point
of practical application without some guarantee of exclusive paient
rdghts as compensation Tor and protection of -their possible investe
Twent. Since an invesiment uwltirately may amount to. between $200,000

. and $400,000 for an W.D.A., PMA feels the reguested exclusivity is -
o needed because the risks of ultimate non-marietability, due to uncer-
“fainty as to ulbtimate safesy armdl eflectiveness, continual gbsolescence
i of druzs, as well ms the ever present competitive Factors. Uader
“present Departrental policy, 1t is clear the above pgusranice catnot

" be given. As you can see, this situation resulis in a soerious loss
Sof incentive to invest in the perfection and morketing o FI3 aupported
. dnventions. e NS

s Pendinzy eagses - .- - P
| Ve have some of these cases pending now in both the intraiwral and -

-0 extramucal arens, - and it &ppears that positive resolubtion may not

- wesult vithout some ghange in owr policy. Do e ekt
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g As an exsomle of a situntion existing in owr intramural prosron,
" Dre Sjoexdsnn of owr Heart Institube hos deviced o new tast for .
J7+ . pheochromncytona based on pressor respousivencsss to tyromine. Thae
o use of tyromine dm testing for prasc*“o‘.;oc“‘ao.‘.a. has resulicd in no
0 morbldity ac is associnted with Lho eommonly used test. foxr this
condition.  This test is certainly of medlesl inportonca but could o
~ not be considered financially inportont to a coxmereial or"._,....niza‘cion.- T

+

‘Since this invenilon involves the treabmant of the hm:an body, an
IL.DLWAL viould have to ba obt ained tefore the invenition could be ")laced
“in the hands of the public. IIH bms no program walch would provide
the .o:».icity and clinical -.e:s‘i'.lnu éa ta hcceauary i‘or such an NeD.A.
Lerc;r. Co*raum,r, a le«..de* in ..}'a liypertension field, has i"zdicated to
‘Dr. Sjoerdsma that they would be willing to compils the necessary
" @ata for on W.D.A. but has recuested thod h..y be gronted o 5 year

- exelusive license in ardsr to recoup their invesiment. Preseatly,
“{he BPuresu of Medical Services is i'w gt ""m'r their caza .L...;::j .Ln
- accumulating the elinieal data necessary *“04 an approved H.D.A.

. Dre Sjoerd,..ms. B tesds it 1s not clea: at vhils %ims whother they’ '_cn'.ll
'bo able to Iproceed. : : oo T
In %he esctramural area Ve have a simdler probleom with a Dr. Rose of
MeGill University viho has found that Sehering Co :mar'y', a leader in .

%he field of amtihistamines, iz willing to compile the accessary

,-.ox...cit_r end elinical data Tor o drug synthesized in parlormonce ol
& PHS grant Tfor wae as an antihistemine. In return for thia cexvice
‘Schering asks i’or o clu;:ive paten" "ig;nts.. TR

i

_P::'csidén s 1903 memor*tndum

Perusal of the Prosident's October 10, 1963, memorsadum on petents

- indicates thot the Govermment hesg & responsloillty <o foster the
~fullest exploditotion of ito lnventions for the publie benefit. The
¢ emorendun furtier provides that the public inberest might be served
by cccording cielusive commereial riphis 4o e contractor in situations
.. Where & contractor has an estoblished non-goveramental commerciol

¢ positlon and where there i3 & greoter lilkellheod that the invention
Cwonld be worked ond pub Inte public use than would be the case 4L the
cdnvention vos made more free lj' evailoble., If sueh rights ore e.ccorded
& convractor, the momorandum requirves zafeguards azainst repressi
Jpractices and Inoures ‘th:r" the -nubl:..c will be CLuC.C'hCLuGlJ syoteeted ’oy
C & clause siniloxr to ..he 'warch~in" clause of owr Cancor Cne othm ajy
Rx.cea.rch Pn.olgmm. SRt s , S
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‘ t would appear from those p“ov sas that 14 :L:: o ooli:,c.‘:.;oa o tho

S - Departuent to see that a::'uu Inventions ayathes cd r:.u its cxponco axe
s\f Srought to tho point of practiccl amplication uy r meons ot dis

L —didgpocel, oune-of which may be the grouting, under ‘:\ro*am, salogucrds ,oi‘
Lo, exelusive righats to privaue Industry &g an ...ncc*xuivo Lfor Dardiasr - :

. developocab. -
Y. MNIE reeommen adation S

P ">c“sc:r1 21lly an in favor of oronting shord poriods (in relabion %o
_:"'ﬂlc wsusl 1T yeor paten’ monopol 1y} of watent ‘.:::c.‘..w.z:::.:;fA ty in & ol

“es discussed chove, sinco compound: walelh show somg 3 Om. Sa in carly
stazea of fnvecilgotion ore of wo Toncedit %o th '_r:uo..:Lc ond 4o not cerve
Cthe puvlic dnterest unless clinfeal feositing for an elicctive H.D.A. 16

)

b

~undertcken end tho ro sud...u." dug romieted.  FPuriher, since the xisiks
-0f witimate non-maxritetobility of sueh coumounds gate Vory groect, iU scan
- %0 we that the Cov""m:...:u chould sneourase J.nc.u.w y to walie the risks o
- developaent in the public intvercests, proviied, of course, this is doune
j.undcr $he ﬂ:.u.e ua it .;er. forvh In tac Pﬁcu;cw““\* LEI0rinauile

T would Uoint ous t’mt, in

ieu of zZranvinyg v"ucin exelusive rights, wo

rb -7

coild enter iutd gontracis to dovelon NIE invontions and poy the full
cost, Inciuding & ""GCI."'QM&OJ.C ;rofi"c. margin., It would secm obvious,

‘however, that it is infinitely < “Government's adventane o enc ow'af'a
\ industry to finance the coat and toke the rick taroush the zranting of
: exclusive yights '*“ac“ ":zp provisicns of theiProsident's memo*and\,..
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ard Lo thio mather, L would 1i e 4o point oul
m Pim=rT oy

A.hat., g5 tho chu n“c patent poliey roods ndy, COIEC -cc.a.u. ITor inte
. & contracs with & drug monulseturor for druz dovelopunent and loave salc

“rizhits with the mmauwfocturer throush the eliernate pateat v
- But 17 this soze doun c.s Jnthc:‘-.p....t.k.. by ong OF owr grantog:s
we eould do nothing o g exclusive pavent rights to the
“dn order to briang the d .xg to the point of practical spplica

- sc.cm..s to ‘oe incons :I. 'b and. should uc -gc ifled,
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,An ‘h:t:w you can f’o to 'brn..m' these moolc...,
D\.p.‘rtmc‘u Cor poaitive resolution wouié o
‘ezn provide you wiith furthor iafo M‘-"on on
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