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i, As you know, the D::partrj:anu's p°"ont policy has been a controversicl
oeubjeet for a number of years. Ir. Indicott was so concernced avoubt !
- the ares that he wrote to you on J‘.;gr::.l 13, 1962, suggesting a thor u'rl_z
- review., Oince thet time owr preblems in tue aren hove increaced i
'+ the point viore it appears to be immerative that the Dopariment *:o_s.car
. be subjected to & prompt review. Iany of olr most pressing problexs S
Toccur at the point vhere ouwr scientific investigators feel that it is
Jesgential o colleborete with o commucroial orgenicotion in oxder o | A
couplete thelr work. Az Dr. Indleott stated, druy wenufacturers ave C

u:mmllin,_, to develop drugzs with limited x.usr.xets without some ucg;r:ee ST,
" of patent protection. L e R |

-AB :roix know, the DHEW Patent BcnuL fons vravide for reporting of sll R
.inventions generated inm the performence of & TS funded srant to you T
“for disposition. Offleially, porazraph L)-c.(.')) of %na rezulations
perpits the qlppoz:ition of potent risnts Lo & ¢rentee dnsvitubion 1T
‘there 1s evicence thot this will result in faster developument of the |
invention Tor public use. In practice, this paracraph has not veen |
used in appro.\:nmtegy five yecars aad proposzls walch have been advanced

- for Departuant approvel bove invarisbly reculted in decigions to keepls . v
- 'b:i.tlc in ull reporned inventions with the Federal Governmnt. b T

The .A.Ua:;mnu has dete‘*r.iired that wvien coupouwnds are s*fatncaizec‘l. by
grun’c.ees vith NIH funds ond the rrontee’s surzested therapeutie ubilit:
. As cunflrmed by an independent screencty, the resuliing invention, as |

" obov:, will be reported to you for disposition. Title to the invention,
as «wwove, accrues to the Govcrr ~ent whether the screening is done
g;ratuitously or for hire. . NI _-

Ty

IIIh does under some circunstances, - CC;...C, aid its in"lamural an.d -
extranural organic chemists in bringing o cozpound which suggests thorw
apeutic use to the point of cor:n:crcial use oy :f‘incmcin t‘ne cdevelopuent
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jﬁﬁ-ir~- of elinical data nceded to support an anﬁrDVCd ncu'uAuz application IR
S .. {M.D.A). Further, SII 1o swporting a numier of investiﬂatora_who _ ' e
are develoning elinical data on industry owned compounds. These Lo

‘data ultinately form o portion of th data qccurulated by dndustry
!...
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mhTe T e Mmdted to the funding of the actual synthoesis of the compound, and :

in obtaining sereens desimed to dlotinsuish

providing or elding
possiblo useful from nom-uceful druzs,
- the elinicaol dota needed Tor an .D.A.
extensive clinical date along with (2)
dota showinp advesce side effecta thas

end possibly & portion of
Dut on M.D.A. "cqniras (1)
toxicity data and (3) any
covelop in the course of

an independent

. point of commerciel wse £inds *

-Attituge of the

screener and "nuld

drure ;ndustry

1ikte to ha
hot the druyz industry is best eble
- $o accuniilate all the data necesnn“y for licenzure of a new cu"u.5

“because of or*anizuuiu.al giractwre cnd cont
- with variows reqn¢rement6 essential o tneir ooJec»iVea. L

“ But the drug induatry has rexuscd throuzh th
" facturer's Association (P¥A) and in some inst
collaborate with our scilentists in brinsing their drugs to the

Ve

Iruing

e Pnarmaceutical Monte
ban

it brousht Lo the

amil_arit;

PR

—

ces individually 4o
o-f

L)
ey eyy)
L

patyy

~:"nmrt.
.. and $400,000 for en W.D.A., PUA

‘rizhts e3 compensetion for end protecti

.- hecded because the ricks
tainzy a5 to ultﬁuaue safety anl elffect

3ince an investment ultlootely may auowse to betve ’
Teels the reguested cuclusivity 2
of ultimate non-morietability, duc to uncere
iveness, continual obsolescence

of practical anpliedtion w“*ﬁout some puarantee of exclusive na

on of-their possible

2
<}

s
v

]

-y

en $2¢

N
A
-

s
C

-
w

00

{of drugs, a5 well o

5 the ever

vresent competitive factorsa.

Under

 present Departmental policy, 1t

*be given.

As you con see, this

i3 e¢lear the obove gucrantce cannot
gituation yesults in o sericus loss

‘elinical use. Thus, $he NIM suvnmoried ucicntist wWhO POSSesses a :
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w Tl ey _As an extcmle of a situation exisiting in owe intramural prosron,
il Dre Bjoerdsma of owr Heart Institute hos deviced a mew tcs;t for.
70 . pheochromocytona based on pressor responsivencss to tyramirne. The
ot use of tyromine in testing for phoochromocyvond has rosult cd in no

worbildity oo is eszociated with 4hc ccm..;a::l:,' used test for this
condltion. This test is ceriainly of medlenl importonca but could

Since tL.“a invan»ion inval'res the treatmant ol "c.l‘e human body, zn.

in the honds of the public. .HIH has no program which would provice
the o:».icity and clinical testing data :;ccesnnry i‘or suUCh: &0 IE_.D.A.

a merc;: Com.,.rw, a 1eade‘ _in ths Tiyneértension :f'_eIa;," hag iuc'i::. ated Lo

: Drs Sjoerdsma that they would e willing-to complls the ne CEDSLTY

" data for an N.D.A. bai hag equasted thoh ey Te (;mm,ca & 5 year

exclusive licensa: in orc..‘*r TO recousn thods inveatment. Iresently,

. _'the Buresau of Medical Services is i:vw:;i(;a..ing their c: :.abil ity in
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,.In ‘the -extrarmm “al area we have a de.lar p“onlc* with a D~ nou'af_of
s MeGill Lniv.eruity Voo has Tound that Sehering Company, a.lecder in
- the field of antihistamines, is willing to compils the ncceasurf'
toxieity end clin...cal data Tor a drug syathesized in pariormance of
8 PHS gront for wse as an antihistexmine. In retwrn for hds servics
Scherin~ auz.s ;or e}:clu i've paton..'rignus. - - -. .

’_P“csident's 1903" rerorandum - S ’,533:‘5'

‘?eru.aai of the Presi&ent‘s Oc tober 10, 190.,, memo*anuum on 'oa.‘l.en‘c"

. indicates that tho Govermcent hos & I‘CG""O.J...:LD;‘L]." Ty to Toster the

... fullest f_;);.o;.‘b..tio*x of itz inveaticns for the public benefit.  The
U pemorendun furtiRr provides that the public juterest might be served

. Where'a consractor has an estoblished ﬂo..-.govcr:mcntal cormercial
. position cnd where there is o grester 1ilcllihend that the irvc*xt*‘o*x
& eoavractor, *‘*e momorandum reqgeires safesuards arainse repre:;s{‘_ &

- a clnuce siniler to the "morch- m" cleuse of ow Cancor Cua...othﬂrapy
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not be considered ;m.a.uc*ally Isportont <o a cor:.mrcial c"r'a.n“ zatione

M.D.A, would have to be obtaired tefare the invention could be ploeed

Irs Sjoerdsua's test. It is not clear at tnis t...m.. vae ther 'th;.y 'w"ll

2 by cccovding exclucive comzereisl riphis 10 & contractor in sivdation

would e s 'n:ed and put Into public use than ;\oulc'r. pe the cése 1T the
~dnvention was de more freely. evailcble. X7 such rights ore accordo

. yrocticea and inpurez that the-public will be wldequately mwotected dy:
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