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Chapter l-Fcde.ral Pro cv r :

(5) "To the pnlllt or prnctk,t!
means to maunrocturc In t11L' rc.
posItIon or prouuc t , to prnc tir-.
or n process. or 10 ope rate In
mecntuo alld lll1(ll.'r ::,nell (',1::

establl~h that the tuvounou \s
nnd th:tt Its bcnc!lts arc roaso:'..',
hIe to the pnbllc.

(b) Allocclio1t of prillcfp{llrL'
sigumc"tto tJ;c G(ir'crnmclIt. TL
agrees to ues i gn to u,c Go\·er:·.:~

ttre right. title. and Interest. t!~~

world m.anct to cacti :2l,bje':t 1;.

cept to the extent. t:lat rl~ll~s
by the Contractor '\.1~:.L!e!' pr.rl\~:­

and idl of thIs etouse.
._. "\2)'··crrcatcr rights aetermt-:
comrectcr or me cuiptovec-t..
autnortaatton of the C0I1tr:tct,-',
greater r1ghts men the IlQl:'CX,';·

provided in par:<£T"ph (d) Q;
tn accordance ,,;!th the nro~edll>·

of 41 CFR 1-9.100-6.•~ request
nation wne tucr the CO:lt:'rtctcr
ployeew1n\"enicr is entitled to
gr~ater rights n.uac be. suer»:
contracting omcc- at tnc ~;~T:
ntsctosure 0:: the inven.ncn purs.
graph (e) (.2) (1) of this ciausc.
than 3 months tncrcarrcrv.o:'
period as rnay be a nuiortzed by
Ing Officer for good caus e snc.
br the ooutractor. T:--:'c- 1:-,[.,:':
auj-mttrect for « o rcavcr rl;.:],ts c
i;< spectnod ln41'CFP.. 1-')~"(O~' ~
mtnatton of ere a tor li\J:ltS tr:.'

tract normnll;" s~l~:l oc -S\ib~(':::'
(<.:) or this d;U3C :~;ld to ~ ,~
conditions dce,:,cd to he
agency,

{C} Minimum riflh~s aCQ7.';,c(!
ern1ncnt. W!t.h resp.::c: ~o c:,,.:,
\,ent1on to whlr:hthe Co~,tr\"tc,',.­

c1pal or exclu"ivc ri;;):,.', the Cc:
(1) Hereby gr;1l1t:.; t r , tJ~c G

nonexclusive, nontr:mE ~",r:"l. f)],~,

ccnse to nlal:e,lL1l', <lr:r.i :,;c';l e:1 c:
_ventlon tltr011g-1H}Ut. t;,(' '.\·c·rlct~~::

of the G(>Vc,rnmcr;t of :.he Unl:.,'
eluding: any Gf.wern:ne::t -'1.C:C:1.::':
and do;ncs,tlc mUII1clpr>.~ ~ov!'r::;'

(2) Ar,r,'cs to r:r"\n-:. te.' 1"(";;;1('
cauts, \lpnareqne:;t. or th .... (;0.,:

cen~e on t~rll';' that :HC" rear,on<t;
Clrcumstanccs:

(1) Unl!'!"-"" the COl:.t'<lctor, I,
his ns,<;I~;n~(> deIl10l\~,tf:U.C:i te.· lh" -­
that cHecr,IYe 5tep~: l1:1.~·e hee:~

3 yca~:s ftf:'e, (\. p:.VIl':. b,;',:~> (~:'.

tlon to UrllW the Illl·ent:'ln to
pn~ctlcnl ::.ppllcat!/):l, or that 1 ~

hns 1Jc<'n mnd.c o,vallnlJle for ll-:el:
frce or on term" t!,:I" arc rca~:'·

circun15tl~nccs, or call SllC.iW C.;il'·

principal or CXClllSh'c r!l:llt:; I~)-;

talned tor n further perlr,d o! '..I::
(11) To the Ci',tent th:l.t tlj{~ 1

ieq\l1rcd t"r Jll.l]jll': ll:,C Ily r;o';('"
ulnUon5 or n~ ll'1;\Y be net'c:::~Fl.ry t<,
lie henlth. r;.ntoty or wclfu.ro w
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.Title4i-Pubfic Confracls, Property MonogC'me~f§ 1-9.107-5 i
with purnrrrD.p~l <d> (1) in ~ 1-!).107~ lion by the contractor in order to pro...
(f); i, teet the interests of the Govcrnmcrit or

(3) An {rrcv~cabrc. noncxctustvc. roy- the contractor in ob tatntnn foreign nat-
altv-Irce liccnqc in the Invent.tons. in ents by adding the pnrng ru.ph prescribed
which case pararrrnph (d) of u.c Patent by ~ 1-9.1 07-!J (i) (2 l as a conscc utivcly-
Rights d::',U!>C5~!jn §1-9,107-5 ~i1n.ll. be numbered parng rnph after pnrp rnph (e)
replaced with ~:).~.:\g:r".Ph (d): in § 1-9;0' (4) of the clauses of § 1-9.107-5, and
l07-5(g); or .J, . ertcr paragraph t b) (2) of the clauses

(4) An irreu fable. nonexclusive, roy- of § 1-9.107-G. where tho contractor has
altv-rrec Ilccnse in Invent.ions construe- been authorized to me roretnn patent
tivelv reduced ~d practice prior to the applfcatfons, the agency may desire to
crr(>Ct.iYe'dutC(l~;;. the contract. in which restrict its publicat.ion of the iuforma-
case.par-agt-aph .«(1) (4) of § 1-3.107-5(11) tlon Inrthe re late d invention disclosure
shall bei.l'jdc ] to the Patent Rights in order to protect the DEn!; of such
clauses in § 1-9. 07-5. foreign applications by the contractor.

(f) Subcontriicte. (-1) The- policy ex- In- this event. the sentence in § 1-9.107-5
pressed in § 1....:D.I07-3 is applicable to (i) (1) should be added to paragraph (e)
prime contracts~and to subccn tracts re- (4) of thc Pat cut. Rights clauses in § 1-9.
g'ardless of tfer.j'I'he appropriate Patent 107-5, and to pn rn grnph <b) (2) of Patent
Hights clause p~escribeci. by this subuart Rights clauses in § 1-9,107-6.
shall be included, in all subcontracts 118v- (h) Detiiations.Any departures from
Ing as a purpos~ the conduct of expert- the policy, procedures, and clauses of
mental, develornpcnto.l. or research work. this subpart shall be subject to the pro-
In general, the ¥:)n.~.ent Ricil1ts clause in visions of § 1-1.009,
the prime cC'nt~2.ct. with the exception co 1 9 10" - CI . rd'
of the WiP-iJolcli~,]u )"'O\"51'M will he ap- 'S._, ,-.., <lU~~S or omcsnc con-

.' .' ·~l. . 'llI' .~':' -'-: '- ....~.. u..... tructs (Ion .... Iorm) ,
proprlate for mb:"::'lOn in such subcon- '='
tracts. \VheneyJr the prime contractor (a) Patent Rights clause-s-Acouisttioti
or a subeo;nrac!or considers the Inclu- bu. the. Goucrrimen t. When the agency
sian of the pat~r;.t' Rights clause of the h,~~ .de\erminc~ that a contract f~llc
prf me contract Vn n subcontract to.be \'.ltmn! 1:--9JO~~H<.l){2).' the fcl lowing
inconsistent \\"itl~ the policy expressed in clause sha.ll be mcludcd In the contract.
§ 1-9.107-3. ,or ~ ~ubcontractor. refuses PATENTS RIGHTS~AcQ1nSIT10~Hi"" THE

to f,ccept D. •pat~!1t Rights cb1.lsC in his GO\'r:R:--;~,lEHT

sUbc:ontl::ct: .tl.!eJ~,:J.~tr;~· ~h:1~1 be re:c,rrc? (a) Definitions, (1) "SUbject ,Inventlon"
to ~Le [\1,_.11<..,:. COl~,:a_tJ.1L, ofi,ccr fOl lCSO- means any In;'cntion or dlscm·ery of the
lUtlOll PrIOlo to ~l1e award of t~;e sub- CQIl;.r:-,ctor conceived or flrst actually reduced
contract, Upon s;uch referral, the S3me to p,nct:ci~ in the conrc of or \Incorth1s
COl1;;idrratiOlls a¥'d proccclurcs follo',l:ed contrctct, :tlld includes :;1.~yart, method. proc·
b~r the contractillf; ofliccr in :;elc~tinG the es.\ mn(;.hl:~e, m:1.l1ufacture, dcslga, or com-
Patent Hight~, cinllse includcd jn the Pl~S.:lO.:l 0: m~t~er, or, n~y new ~!ld llseful

. "I' ' , . ,. in,o[O\cment t,l.reof,L·r 1l,lvvnrlc,y of plfl.l1t.
pr~r!1;,co~~!.ra~\:3'i1':HllIJC.1lscdIn ~CICC~IlllJ" W111.:'h l; or may be pau)ntable under the
the 1 .1tC.,,, ILI:-;.l~S c.o.uSC" to be Included Pn,ent Laws of the Uulted i3tates of AmerIca
in t11e sllbcont!'a~t. . or nnl' foreign country.

(2) ContrG.cto~'s ::;hf!.ll not l;se their (2) "Contract·, means r.ny contO:-rLet, l1.gree.
abiliLy to aw:ud sulJcontracts' as ('C.;)- r.lcnt, r;nmt,or oth'~r nr,angcment" or sllb-
n<:nnic Jc\'e!·:-q;c~to aUlllirc rif~hts for (:~ntl"act cntererl !nto w1t11 or for the benefit
thPmSCl\.'CS i:l l1·R.e inventions rt:slIlting ~f ,the Gorer:1I1~,cnt wlH'rc fl., ~llr;lO~:C (,f tho
fronn:ubcontrac . (,ol.t.r~ct I;C; tl.c conduct. o~ c~t:crlm('ntr.l.de-

P b
· t" . f- , \CIOp,llen,al, or research \\or",.

(go) ll. !lea !O~I_ of :71VC7LvlOn d~:;clo- (3) ':StaLc-s nnd ctol1w:;tlc munlclpnlgov-
sun's. The P:lt~nt n;g!~ts cbu~c~ of cr:llllC:ltS" nl£'ans the 8~:"l.tcs at the United
§ 1-9.107-5 nIld H 1-9,101-G speCIfy in 8tat('s, the J)!:;t:-lct cf Columbia, PUI:rlo Hlca,
paragrnpll (('J (4P a11d Cb) (~). re~;ll('C- the \'lr;~ln h;:,!lch, Am'-"rlci~n Samoa, GU:1.Ill,
th'd~', that t.lw ~oVCnmli'llt l1l:l.y dnpli- the Tn.l;;t Territory of {hi': Pacll1c Islands,
.catct1.nc1 disclo"'l~ invcntion {Ii~;clll:;\lrcs ll11d nay pol1t.1l'nl suudh·l:..lon llnd DI)cncIC5
rr})crtcrl tl1~c!er tlH' cOllt.rnC'.t, Ih.n';cvcr. thereof.
the l)ublienlionuf the information in ~4l "Cio\'('rnment ngl'llcy" lnchH.!CS fin ex-

, 'M' ecut1vc d£'j)artment, Independent COliI l1lt!'j ..
nn invCUllU,Il. dl·reIosure l.Jynny. p~~-ty Stun, b0ard, olllce, ngC'!1("y, ndmlnl~trJ\t1oh.
bcfol"l:! the !lIHl:-: pC il. patellt npplJe:\t.wt1 nuthorHy. C';n\,emlllc'ut CGl"I'Mntlon, or other
m~y crent.e a b;lr~.<to the liJjr1:~ of fOt'l'il;u (hn't'l'll11ll'llt C':;tahll!;hlllCnt ot Ow executivo
p:tlrnt npplic:llillhs. T:1C n!~cncy may rc- br:ll:dl ()f the Government ot the UnIted
stl'ict the p.UbHt:'lt.h:m of such itu·orma- Slates oC Amcrica.
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(5) "To the potut or prnctrcnt npIlllcf\tlon"
mconn to mouuruct urc In the cum' of n. corn­
postt.ton or prut!LH·t,.lo praeth:c·\n the coso
of (l, process. or to operate In the cusc of o
runcbtne uuct \IlHI\'r such coudtttous 1\<; to
estnousn that the Inventton 15 bl'lllg worke d
end that its bcucnts nrc rcneouacty ucccssf­
blc to the puottc.

(h) AI/o("aUOIi of prillcipal riqltt.<:. (1) Asw
sfg,~mct!t to lilt' GOl'!·nLnlCnt. 'rue coutrnctc-r
anrccs to n<:~!gn to the oovcnuucnt the en­
urc rtgut., n uo. anet tutcrcst turoucbout the
world tn nne! to cac.h Stlb:e~·t Luvcutton , ex­
cept to the cxt cut t.lm t flhllts arc rr-tm ned
'- i'-~ ~ .•_L __ ••• unctcr purngrnpt .... \:...~ ~::

H"Ul.id,,~

'n Icr r if/I; tS(lr"'","'."il".,","10'*(."'''''''~:'t•.,..-'TT>h,..,
cout.roctor or the (':npl:,~·t't'-lll\'cnt(ll" with
nut.hortznt lon of tnc cout ractor In:lY rotntn

Chapter l-Fcdcral Procurement Regulations

.
.',,

~
I

1

1
•
I

!
~:,::,;

,_. .' ,;."._~ ..::~".'::.. :~!::...__.. ."... ...~.'" ..."'_...m·'~. . '.,.,
- I I

Is, Properly Manogt'rr(cn'
e

. ~
nt.rnctor In order to Iho·

~rc.';Ls of the (}OVt'rI1mcllt or
.or in obLaillillJ~ Iorcirrn lb,t­
ng the pi' ruurnph prt- ...cr Iled
-5(1) (:n a:; 'l\ consccuuvjtv.,
arrujruph nf tcr p:Il'gra!lhijtc)
clauses of ~ 1-0.107-5. ~Il.d

mph (b) (:]) of the ctnhscs
-G. Where the contructorjhns
rlzcd to file rcrctn» pa~Cl,lt
, .thc :ll~cncy may dL"ilrc to
publication of the illfodna-
related Invention cli:.;clotltrc
protect the iilinf"{ of ~UCh

-ncrutons by the contral'lor.
t, the sent once in * 1.;..~.1' 7-5
tel bc.ndrlccl. to p:1r:u~rapl1{ (c)
'alent Rinh ls-olnuses in §~l-£l.

o parngrnph. to} (2) of Pajt.en:t
ses in§ 1-0.107-6. '~

iuons. Any ocoarturcs f~'om
procedures, and cl:.\use~ of

~. shall be subject to the rro~

1-1.000. !
; C..louses for dcmcst!c jcon-
'Iong form). .~

it Rights cla1lse-Acquisition
,crnmcnt. \Vhen the agRl~CY
lined that a contr<1ct~a1l5
9.10'1-1<a){2). the fOllo}\'ing
. be Included in the contract.
:tIGHTS-ACQUISlnO~BY Tit\:

GOn:RNMENTI".

'ttons. (1) "Subject Inven iton''
"r-veutton or discovery 04 the

uvcd Or first. nctuall y rC~llced
. the COUl';::e of or llnd~rt t.h ls
i includes an y art, method, proe­
:, manufacture, desnm, or tom­
matter, or any, new anct t~<;C'fUl
t triercor. or rcny variety of ~lant,

may ba patcu t abto unclC:~ the
of the United States of Antertca
u coun srv. i
met" menus auv contract, f!1Fl"ee­
, or other arrangement. orfsUb..
erect Into wi th or for the b~:le1it

rnmona Where a 'P\1l'OCSC or the
.he conduct of cxpcrtme mn], de-
,or rescnrcn work. ~
-s suer domestic munlc1p(Ll~r-ov­
neans the States ct tilt: ~~.)lted

Hstrlct of ColUmh\{\, t'ucr tojntco.
stnnns. Aracrtcuu SILmon. ~\l:l.lll.
rerrt torv of the I'nctnc IS~.UHIS.
Il ttcnl ~Ub([l\'lslon and n!;J!nclcs

i
rrn mcnt nrC'n~y" Includes olh ex­
.ort.mcnt. tudcpendent ('0'111111<;­
• omcc. n~cnc\', n(llll!l\tstr',\uun,
iovcrlll:'h·j\(. cotporuttou. oli.'ll!l;"r
; estabttsumcnt of rue c xecunvo
the Covcrnruent at t.nc 'nucd
-crtce. .
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tory notouookm . records nnd
the Contrnetol" rcuvung to uic
first I\('tunl reduction to pr,\c:~

lions 1:1 the' sa-ric ticld of t cc n :
work rrnclc-r this eontruct
whether ouv sucn [nvcnt ton ';
InventIons (f tho Contractor r-;
to:

(1) Estnbl1sh the procedurcs
{e) (1) of th~s clause; or

(ti) :r....l3,Intn,innnd ronow sue>
or

(111) Correct or ellmlnate
deficiency in the procedure;;;
(30) dnys nf tcr tue contrac uu :
ties tbe Gonnactor of such 3. c.L

(h) With/wIding Of pcymc:::
cable to SllllcontTC!ctS) , (1) A;".
nnnt payment or the amount
tract. the Contracting orucc ,
deems sucu action warranted."
ment until a r-eserve not cxc­
or 5 percent of trio amount or
vvntcnever ts less, shall nave
if tn his opinIon the contrncc

(1) Esto.bllsh, ructr..tatn. N·._.

U ve nroeedures fo:.-1Gentlf·"~:~

trig SUbJ.~ct Inve~1t~ons p{l:;
graph (c) (1) of this ctausc:

(11) rnscrose tiny Subject
suant-tc peragrnpri j e) (2) (~;

or
(m) Denver acceptable r­

pursuant to par'3gr..:.ph (e):
cla.usc; or

(IV) Provide t,j:IC infono;
subcontrn.cts pursuant ::0 P~1;;

this clause.
The r~scrve or ba~::ln(:e

until tho Contracting om~r:r

that thn Contr'nctor r.ns r:'c
deficiencies exist and hf'.~ ,:
ports. dlsclo3',ucs, ar:d cOler
qutre{l by thI~ cln.lise.

(2) I'ln~,l paymcr.t under
shn.1J not be rnnde bef("lr~ t I:C.'
livers to the C,)r,,"::"ac'.lnn,' 0:
sures Or SubJcct InvE'nt.l('~;

. parrtr,!"nph (c) (2) (1) or thl;;
(l.Ccp.p~:lhle 1inal rC;lO:rt puc·
(111) of this claw;(',

(3) The CO:ltra~ting" O!f1(
dIscretion, de('rcr.~1) Or :1,';:
wlth11C!d up t~) the m:txll;
above. It thc. Contr~.ctor h
r-anizn.Uflll Ule J'Tlp.-.:lffilWl :\)'
bo \',lthlH:ld lln(~cr ~i1ls II..-:.r;
exceed :;".;iO.(jIJO Ill" 1 pt·[Ct";·I)!.
~hl" contract whlchevcr
shall hr: wlt.hhe1<1l1:1dl':'- j

tho nll:O\lnt l"pec\:i!'d lly U
beln~ wlthh{'ld llfHler {jf.}ICrjL
cantrr.ct, The withholctllll~ f.

or f>llht,eqllcnt lJaymc~~t tlIC~'

construed n'~ l~ wah'er or nny
to tho (illn:rlll')t'ut. under th~

(1) Subcontructs. (1) !,',jr
this pnrnl:rapli the tr'r~ll
mcnnfl tho party- {\wl\l'(l1l1~ n .
t.ho terrn "ouucOlllru.etor"·I~.'

Chapter I_Federal Pro cv
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(111) A final 'rcporf 1 within 3 months alter
compte.non of the con tract worn. listing eu
Subject Invention:'> or certifyIng that t.ncre
were no sucn.mventtons.

(3) The Contractor shall ob-nf n potent
aerccmcnta to etrcctuato the pro vtstons of
thl:'> cteuso from nil persons Inh1s employ
who pcr rorrn nny pa rt. of the work under thIs
contract except ncntccimtcat personnel, such
0.::; clerical err...ptcyocs and manual laborer's,

(4) 'i'he Contractor agrees tnat the Gov­
ernment may duplicate end disclose Subject
Invention cnsctosvres and. all otncr reports
and papers rumisticd or required to be rur­
nrsned pursuant to tllis clause.

(fl Forfeiture Of rights in unreported Sub~

ject Inventions. (1) The Contractor shall tor­
felt to the Government 0.11 r!ghts 1n uny
Subject rnvontron which he rans to disclose
to trio Contracting Omccr within 6 moatna
after thc time he:

(1) Files or causes to be filed a. United
States or foreign application thereon; or

(~i) Submits the final report required by
percgrnpn ee) (2) (m) of this ctcusc, wntch­
ever ts later.

• (2) However, the Contractor shall not for­
felt rfgh ta In 0. Subject Invontton if, within
the time specmcd in (1) (i) or (1) (11) or
tbts paragruph (!), the Contractor:
, (i) r'rcpered a. written ccctston based upon
a. review of the record th[\t the Invention
was IH:it:1lcr cOl)celved nor nrst actUally re­
duceer to practice in the course or or under
the cont:ract; or

(U) Contending that the invention Is not
a Subj,::ct Inven'don, he ne"crtheless dls~

closes the ,1n"enUon f\lid all facts pertinent
to his contentIon to: the Contracting Officer;
or

(111) Estabiishes th!'.t the failure to dis­
dose did not result from his faUlt or
ne£l!.r;ence.

(3) f'e:ldln~ written nsslR'nment or the
pn.tc:\t nppllcations and prttcnts on 0.. Sub~
jcct Inv'~n:·!on detcrmllled by the Contracting
OJnc('r to be forfeited (such dckrmlnatlon
to b~ a fmnl dech;lol1 uncler the D!~pute3

Clf1Uge), the Contractor ~hn.ll be decmed to
hold the In\"ent.l0.n f"nd thr: pf'ltent I!.p:Jl1ca.
tlOllS it!ld p .... tC:ltz p('rt~dn!nr: thcrcto.ln trur,t
(o,r tile GO\·Lr:iment, The f{)f(cltur,~ proT:lslon

of till:: p~rn;::raph (f) shC'!. l.l be In llddltlol1 to
and E:h~Ll not supcr.'>cdi"l other rl~~hts nnd
remedh~s which t.he G()\"t~rnment may hiwe
with r(';:p,~ct to StlbJ{'ct I!l\'entlonll.

([~) F..ramlnation of "(~r:()Tlls rclaftnq to
i7lt'/:llfion$. (1) ':"hc COl'itrn..-:ting Of!1ccr or
his nnthori~ed n'pr,'~·("il:atlvr: unt.n the ex·
plmthlll of:1 ~'ears nrt~r Hllal pnyment 11n{kr
thl~ contr:.ct. f;hnll ha\'e tl,e rl;;ht to cxn.mlnc
(lny hnok:> (lnrllHlllll.~ lnl.:lorntofY- notebook!l),
rc{'orc!R, ciOClIll1C'n(R, (ll\ct other .r.t1pportln~

do.t1\ (lr the COlltrnctor which the Cootmet.
tnl.~ OIYH't'r ren~ollahl~' ({C'('IIM pertIncnt to
the dl~eo\'{'ry or Id~lItlncnt.lon or Suhject
Il'iVl'lIlh'll~ hI dl'tI'rmllw cll11lpllnllCe with
the T('qnlrl'Il\('lllR ot this clnur,e.

(2) '111.(' Contntr:ttnr: omcer :::hn.llhnve the
fleht to r·cvlcw all book9 (InCl\I(l1ng Inbora..
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(d) ('1) or tnts crnuoc riny be revoked or mod­
Ificd at the djsCrCI,lon~Or the nr:cncyto the
extent the Con tractor df his uomcsurc cubstd.,
tar.res or nmll:,tN; hl\vc~ Itutcd to achieve the
pr,~ctlcal [l.iJpllcathmo.t1t.he Invent.ton in thu.t
torcmn country. ~

(3)' Berore mocnncnfton or rcvocntron or
the license, pursuant t], parar;r~<Jil (d){2) or
tbb cieuse. the a~;CIlCj;~Il<\,1l furnish the Con ..
tractor a written not1fc ot Its intention tc
modify or revoke 'the ~iccnse, and the con;
tractor shall be nllovlcd 30dnrs (or such
longer pcrtod ns may ~e au tnortzcd by the
agency for good C:l.l"SC& shown In wrtung by
tho Contractor). nfter~ tho notice to show
cause why the license :>jj.louJd not be modified
or revoked. The Cont£",cwr shaH h avevthe
rieht. to eppeet. in ~ccordance with pro.
ccdures prescribed by ,tho ngencv, any decI·
SIOIl concerning the 1'pdificat1on or revoca­
tion of his license.

(c) Invention, identification, drscfcsures,
and reports; (1) The d1ontractor shall cstao­
11sh end metutetn act,Yc xn d errccttve pro­
cedures to ensure thr;;t Sl:bject ruventtons
arc promptly ld(mdfl!::~end timely cnsciosed.
These procedures shall tnctude tuc mctn;
tenance or jabomtory tl1otcboo;'::s or cqutva­
lent records and any qthcrrecords that are
reasonably necessary to docurnen t the cori;
ccpuon and/or t.hc f:rl:t actual r cductton to
practice of Subject In~'entions, and records
wmcn snow that the p!foc('du::"c$ for ldent1fy_
Ing and cilsclos;r,;; t.h~ invent-lbns nre f01­
lo ....."d. Upon req~,e.:,t,~the Contractor shall
!\.lrVI3h the c<J:.1tr:1c.Unf Of!iccr n de:::crlptlon
of t.hese pwcedures .s0tt~Hl.t he may evaluate
fUHl determine tilel! err;,cctl';"eness,

-- (2) The C·:.mtr.1cw;- q,uall fUi'n1sh the Con.
trncting Oiflcer: . ~

(l) A complete technteal dlscIostire for each
Subject In"entlon "'l~~l!n () months after
conceptt011 or first actt\(l.l rcductlon to prac_
Uce whichever O~C\1rs ttst in the course of or
under the contr~,c~, b'jlt in any cvcnt prior
to :my on 5:.'\11.', publlc ],l£,e, or publlc:\tlon or
Eiuch lIn'cntlo!' kEO"'-'ll ~o the Contracto•. The
disclosure Sh.\llld('lHl!~ thecont.rnctand in~
veutvr nnd shall be ('1.~mclenUy" complete in
tcchnlcll.l detail nl,d nr~roprtntdY" l!lustrated
by sketch or dl~'r:r'\;!l tu convey to one ~k!Hcd

In the n,t to whi~'h th~ lm'c:ltlQn pcr!;~lns n..
c1c:lr under3t.:l.lH.lII1L~' ()f~ t~w n:lt.ure, I,Hl,po~e,

oper<ltlon. n1HI, to t.hi' extellt kno',vn; t.he
physlcnl, chem!c'nl. bJ:lo~~lcnl, or electrical
charr.cterlstlc.s of t.1le- 1l'\,('ntlol1;

(11) Interim r('ports,~l at IC:l~t evcr.'" 12
months from tll.:- d:\(c i.r the contrnct l!st~nr;

SubjC'('t Inventloll:'; for" hat perlodanl1 cerLl_
1>'lng: thn.t: ~

(A) The Contrl1(',tOl"~pr{)('cdurt'!'l tor Idetl_
tUrIng nnd dlsclof.h1fi 9ubje-et Invcntions o.s
reql1:rC'd b}' thl~ p:lrn~rnph (t~) have IH'cn
tollowcdthroughc-ut tj,hc r('portlug period:
l\nd ~

(11) All SUhj('ct Tnvcpttonn have becn dIs..
clOsed or thnt tlll'rc nr~ no such Invcntlons:
nnd ~

I
I• A~cncy may fl.pcdfY'form,

I
I
I
I
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lort 1 within :1 months n!lC~ ( tory notebooks}, r{'('l)rd~ l\n.(\ documents ot' l1clng awordcd 0. ttl :,onl ract; regardless at
o contrnot work, 1I.'>thll~ fdt \ the Conlmctorrdl\t.lI)I~to UH' C01\Cl'l'tl0\\ or tIel', \~~
!\S or ccrlHY11l{; thnt t.heft! I\rst(\ct.w~l r<'dUI;t!(IH "\0 pruct.tcc (.){ \:\'\'{'n. (2) U111c~s otuerwtso nutbortzed : or dl-
.ntlolll'l. ,~\ ttone In the s.vmc 11l'hl or tl't'hlH)~P:~Y 1\:; the rooted by tho GO~'\'rnI1H'nt Coutruct.tug
rueter :;11:\11 ohl ... ln patcn.p i work uuctcr t1\L:; cout.ract to ctctcruuno Outccr, the- contractor :;lmll tuctuuc this
ttcctuuto the prrWlslons or . wuctbcr nny 5\\,,11 tuvcu tto nc arc S\lbJ{'cl 1>;. tent H.\Ght~ ctausc moutucu to 1l!eutlfy tho

f\11 p'.;I':'OI\!; III ius l'mpln~ \ tuvcnuone 1.! tho Contractor rctusca or !l\IlS pl\rth.'~ In (lily subcont.rnc-t lH't'c\ll\d~'r If :\
pnr t or tlw work undcr th!l~. to: _ pur-pose or the suuco-u r cct Is the conduct, or

lont('\'hl\\l:l~1 personncr. SUCll' (1) Esbblh:h. tuo procedures or pnrngrnph cxpcrtmcutur, ctovctopmc ntnt, or rcscarcu
yccs nnt! l\ll~lLuall(\LJ{ircr~. - (e) (1) or thh;cl:\u:;c; or wortc. In. the ovc nt or r('(\\:>::\l by n auucou-
'nctor. n[:rCC~~l t:\l\t the; UoVt (11) l,tnlntl\ln (\\1(1 touow.sucn procedures; trnctor to nC'L'cpt Ll:l!-; cjwuxo, or H. In the
puente l1wl clLdn;;c l::hlbJccR I or optnton .or the contrcc t.or tu Is Cl!.\W;C 19 U\~
'<;~lTC!> nllC~ ou other reports ( (Ht) C.:>rreet or currunntc an? ntr~tcrtn\ cunsrr.tcut. with t~le l'l)l\Cy se t forth In ·11
tsucct or rcqutrud to be !ur~ deficiency In,the uroccuurcs wit-11tn. thtrty Cl"H, 'l-U.I07·~3, the couvrcctor ;
to ~hls c~alH;c. ~ (30) clays art.or t.Iic coutrccttuc Otuccr nett- (I.) Shall promptly submit (\ wrrttcn

Of ~l?ht.~ln Hnupor.tcd SHb~ nos the ooutractor or such a ctcuctcucv. no ttco to the- ctovcrnrocru Contn\ctlng omccr
~ 1) 1 he Conlrnclol' shall !nrt (11)' Wilhltoldin!? ot 7wymcllt U...to t appli- scttln\r forth reasons for t uc.... ::)l\bcOlltr.\Ctl.'.'s
.ornmcnt all rlr.ht..-; in any cable toSldlCOlltrac"!s). (1) Au y Uml~ before rcrusc: nnd otucr per ttncrrt Illfor;~httI011
in whit?h 1'10 reus to ctsctose fmnl payment of the amount of UI~:> C011- wutcn l1l:"l.y oxpcdtte cnsposttton or the
Lug 0111cer within G montt(s tract, the Contractinr; Otucer may. H he met.tor: o.nd
': f deems sucu ecucu w:,.rw.nl.cd, wruinotd Pfl,~;· (H) auau not proceed wlth the subcon-
muses to bc filed a Untteh mont. untn n. reser-ve not cxccccuue ,:.50.(100 tract wnnout the v..-rtt ten eu cnocize non ot
:),' eppucntton tncroon: or # or 5 percent of llH~ ruuouut of t.h Is contrcct, the> Government. conrrccuug ontcer.
the 1in,,1 report required tf" whichever is tess. 5h(\11 trove cccn set aside (3) 'Tho coutr cc-oreuctt not. in any sub.
i)(1U) o[ thls clause, whlcij)~ tr In hts optnton the Cont.rnccor rons to: contract or by t1s1:lg n subcontract ~s con-i (1) E<;tnbltsh. m:"l.tntatn. and follow cffec- sldcrn-lion therefor, [\.Cq\.\1r~ emy rigl\t,<: l!), his
the Contractor l'ihal1 not !Ot~ ttW.l· procedurcs for ldent1fyl!1g' and dt3Clos- Subcontractar's Subject Invention for hls
.SubJect Invention H. wlthljr" lngS\\bJeCt !nventlO:ls pursunnt to p~ra- ov."'1l use (as dLst1t:g;'ll~hcd from such rights
led in (1) (1) or (1) (11) 9[ graph (c) (1) of tl1ls clause; or as may be rcquirecl :,:c!ely to fulfill h1s con.
(t), the COlltmctor: g (il) Disclose nny Subjcct 11l\·cn~1011. p\lr~ tr~t obHglltlon:; taChe- GQ\'~rnrnent in the
f\.wl'lttcn decision b..ged upqp. suallt to p"ragrnph ,(e) (2) (i) o! this cl.:;.use; perform",nco of this co:ctr[\ct).
e record tllnt the 1:lscntidn or (4) All tn ...ent~c:l. disc;'csures, reoorts. tn-
lcclved nor fust ilctua.lly 1'1. (Ul) Deliver Rccepto.ble Intertm reports struments, and o:;her 11~rOml~!10n- rt;q;.:.lred
co in the Course of or und~r. pursuant to pa.r:?graph te} (2) (il) of thLs to be furn~shed b:; the Subcontr3C~0r 1.0 the-

n 1,1 Clause; or Government Con:rac'tln~ Oliker \u~der the
.ng that. the- tnventlon 1s net:} (1V) ProvIde the 1nformntton rego.rd1ng provisions or r. ?:J.tent Rights cl'\\.::::;o hi any
mu.on, t.e neVerthcless dll,S- 3 subcontructs ptlrStlant to po.ragmph (1) (5) or S\.lbcontract hcret::~..:ier m...'i.7, tn the <iisc,et:~n
;ltlon nl!d oil fRCtl3 pcrtlncpt I this, cla\.\se. or the Go.... ('rnrner:.G CL1ntract.;ng O:;;c('", De
m 'LO the COlltro.ctt'Jg OiTIc&r; The reserve or babnce shall be withheld [Url~l..shed totJ:e, Cont:,actor fer tr:',:.::::1:.5:;lon

.. . ~. until, the Contracting O;!1cer has ~etermlne~ ":.0 ti~e, Goy,cmip'::F't. .co::'!l;~ct1ng 01::C<::'. ,
.os thr.... tho !aHure to d~~ I that the C·ontmctor ha.o; rcctilled whr:~ever {51' Tho Contr.:l.ctor sl'l.iJ.ll P:01~P~-1:,; :10~.Y)
rcsult from hl~ faUlt Qr . dcficlencks exIst and l):1s deJ!v.:-red roll rew :;hc Government Contmc~::Jg O;;:o('r In V,"1~-

H . ports; dlsclos\1rts. and ctl~cr lnfo.m.a.t1oll re- lng upon tl~c awr"d of <'.n;; subcoat:'2.(:~ c<Jn·
written ('.ssli:;nm~~),t or the qUlred by thts chnl~e. talnlllg 0. PM<2nt Rlgl~ts clat:.se oy lc.e:lt~i:'i"1g

~Ions and. p:ltcnt,>; on n SUib- (2) FillCll p:"l.ymCl't under tbt3 contract tho Subcontractor. the wer~: w :J c per-
Ietermlneet by the ccntr~ctlt" I' shall not be made befet~ the CO:ltr,'ldor dc- termed tmeier th~ subcontr~ct.. and the d;l.'·es
orfelte~ ($UL'h dr:tl'r:~'.hlntl·;: livers to the c:mtr:lcling 01:;,:or ;;.11 d:sr.:lo- of aW:trd and estlm:l.ted com;de:ic:;. UP.:);.'
declslon uncle:, the Dl"pu \..s sures of SulJject !nvcr:\;on;; reqUired by request of "be G('.';ernme:1C C')Ut.:,;\ctl!i'j
ontrac+.o::, 5!1r,1l be (!eemcdt,to po.ragraph (c) (2) 0) of this dn.U::'2, and an Of:,ccr. the- Con:..ra.c:or Sh2.il f:!rl!\:::. ~. C?,)Y
:t1011. an.<1 the IllHent appil.$a- fl acceptablc final report purs-,j:'\.:at to te) (2) of thc 5ubcontr:;c't. If tbe=e arc no 3'.;::sc.,Jll-
1.ts pc:rtatnln; tht':'e!o tn tr{1s!:! (HI) of thls clause. tracts contalnlt:g Pat~nt iUgilrs C:::·":;'f::s. u.
rnent. Tile foriCltl:re prov[s\bn 'I (3) The Co:.\tractJng Officer mny, in his neg:ltlYcrepo,t. sJ-ui.il beluc:iudcd Jr, tr.c ;1n;).,:
pll (!~<.~ilaU 1)~ In nCI.::::itlollKto .! discretion, dcc:e,\:~i} 0: increase the sums rcport SUh~'11tte::tpursua:lt to pa,ag.aptl (el
supc... ('dc ot·ner rl~;ht~ tW'd ~I withheld up to U... e fr.:lXII::um o.utr,cr!7.cd (2) (itl) of ,his C\::!.l:~e.

h the Ch1vcrnmcnt rnay 11l,\ve I above. If thc Contr:J.c~cr Is l.\ nOM,ront or- (6) 'rho Contmctor shall ldcr:.tlfy .:,11 SUb-
,) Suhject 1l\\·e:1t1ons. .~ go.ntz.ntl'.J!l the rr,~x:m\.lm amount that muy Jcct InvenUOI!-'> of the Subcontl'<1c:or ot
1t1?..n O-.f Tccm"d.'l rcl,iling !:to i bo withheld uncler tIlls ·p~n\"rn.ph ~~lo.H nGt v..hlch he nr.qul,es kr.ov,'ll:dL:e !:\ tl:e pcr~
:) .. t:c Contrttd.ln~ a'ficct· or t exceed, $50,000 or 1 perceI'_t of the r,mount of forman(:c of thIs contract and ;,;;.t<ll natIl:.'
! rcpre~cn~n{',lVe until th.:: p.:<:- JI this contn~ct ·shl.chcver \:; lc:;:->. No fl,IEQUnt th,) Govcrr.l::t.ent c:ontre.c~:n!!: Of!icer
p:l.ts nfter ,1n,(1 pfl::mcnt \:.nfier shall be wlth1:eld under th15 pl'.r;\t;raphwhUe promptly upon the lCienltflcatlc.n o! th~
h:.',11 hl"l.\'c th~ n!~ht tu ":{:,.m~nc I tho nmount ::.pec\\lcd bv Ull.o; P'ir::lgHl.tl!l IS lllVel1ttans.
:ltHllnr, hllor:\1MY llotr-bllOj~S). I being withheld under otil(:r pro~·i;;loIlSof the (7) It Is tmderstood thnt the Government
llC'Ilt.,>, l"I.nd C'tJI":" !;\I!lpqrli~l1r, ),1 contract. Tile w!thhC1lr.UI1V, or ~,ny l\nluur.t L'>;t third par:.~· b"nc11cl:try 01 ;iny sul)con-
,~llj_racto!" which th'~ Cl"ltr:ict.: or 511h:-:cqueal, p:\y:IlC'I,t UH~reof :"lInll 1L(,t be tract cltu::::c !,;,:tntlnv r:g:1ts to ~,:--,c GQ'/ern-
iar,cnnhl'! <l1".'~1l~ jlcrtl:h.ntj; t(j Ii con:>tr\lr-cl 0.5 (\ \"''''ln~r of :u~y rl,:ht..'; uccrlilng meat tn SUbJ2Ct In;':I.>ntlc,I·.S, mld ',1,,, Gan-
'or l~tentl~:.':ltl"ll or RUll.'CI.t.l to tho Govcrll:nl'nt HnU('r t:\I:; contract. t.rnct-or hereby a~sl~_nls to ~hc Go ....cr:~:ncnt ,,:'
. tC{('nnlllC (·'lln!1!;.1.1We "illll i (1) Sllbcontru.ct:•. (I) For t-he nurpo:::,,~ of rll~ll\.s q1[~t he would l~n~·e to enfor,:-·
1\ ~ or th1,-; ('1:\l\.<;C. p. this pnrnr;raph the tcrm "Contrllr.lor" tho Suhcontrar:t,or'.:.; obllf-':at!CJn3 lor n-.(;- ncr;r~
1t!"acttnr; OnlC'cr ~~hfl.n h;l.YC~flll!. mean~ tho p:trty awnrcllnr. n ~llhcontnH:t anti fit or the Go\"crnmont wlth rP',;:n~.;t to Sui)

all UOOY.s (I11o.:l11dlllg: 11l1>Qrl\. 1 tho term "Subcon~r<Lctor" meo.r.:s the 1Jnrtj' jccC !nvcntju;lS. 'lhe Contractf.Jr :;h3.11 110D ' .

I I'
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Chapler I-Federal Procuro .-

bOot' under 35 U.S.C. 102, which. \v
Izcd by or known to the Cout rb.'
coutcmptntcd net.ton of this n:\,t~,·

(k) Fili1lg o!!oicis,'1t .(Hlte/:!,:
(1) \Vith respect to cwcu SUbJ;:'.·

tn w.1\\ch tho Cont.ra~torerects t.~~ :

c1pnl rt~h ts in, 0. rorctr;n count
topnro.S"1·aph. (b) (1) of tuto CI:\l',
tractor suen nnvo J:\. putout app';'
on tho tnvcn tton In th['.t ccunn-v.
ancc with. eppucoutc statutes
taons, and wlthill one nr ttl:
perrods r

(1) Elg-ht months from the (l:'. ­
responding United St~tQS '1.?;:1~:

by or OIl. bc~alf or the Can trnc t.:
an epprtcntton Is not ntcd, 6 rr;
tho onto the tnventtcu is sutmu '.:
closure pur.sunn t to paregrcpu
this crouse;

(1l) Six months from the oatc
granted by the ccmnnsstcucrc,
'TTademarks to [,.Ie Iorefrm
where such flUng has beel) , F~
securtty reesousr-or

(tit) Sucu tcnger ncrtod t~"
proved by tho Cor.';.:':l.:'U!12 0::: -

(2) The contractor s~an n:
tnctlng Orncer p t-ornp tl y of c:
pncatton filed and UP0~::' \',T!.:t~2­
rurntsu au English 'c c-sion "c:
eppucatton without :tddition:,l

(c) Patent Rh;hts c!ci··
When the agency 11<\$ C. (;:t .­
a contract Ia lls wttrrin § l~::'

the Patent Rights clause
(a) snnll t.c included in tL,_
cept that. the name 0'( tuc:v
changed to "Pate'ntiRiah '
and paragr-aph. (D) of til~~~'

be replaced with the ronov.
(b) :

(b) All"catlor., ot p1"incfpc.t
sfgnmcnt to the GovCnH1H~7,r
ject tnvcnuon is id.cnttf1.::d.
agrees ;;0 asstgn to t:10 GOV.f:.-·
tire: right, nne. and lr,tflrcst,~:
out tuc worrrt except to-.;
gr-eater rlf~\~ts are rc~:dr.t'(t 1<.
under pn.r,~g!'l'l.phs (h) (2) -:\.
ctcuse.

(2) Great~r rlght3 dd;:":
contractor. or the Cmj1I'J:,·,.·
eu tnortantton o! t uc Ccn~r:,·

greater rl·.~ht$ thl\ll tho r1fj:\
provided -tu pnn~i:m?h (d).·.'
ueccntoncc wl;:!;_ 11)() p roct-!
of 41 <":1"11. l-D.100-fJ. A rl~q

m1ol\tlon or wh~thcr lh01~'

emI,loyce-1nvcf:lm' Is cutttn-:
grouter rll~ht.'l mu~'t, 00 f;ll~)ill:

trncttnr: Otnccr nt. tile time l.:
of tho mvcnuon pur"uuut. i

(2) (1) or thl~ ctnusc. or; l~

months t.uereart.ur or I-llU:!1
may be authorized by t.h:: ('
eer for good. cuuce enown In.
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The investigator stated thathq,equate screening and
testing had not been received on 21 compounds syn~

thesized by him during the period 1963 to 1966 and

"•

. I
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: "Grfntee inv~sti~ators .may '.:iso",:::>btain screening and
,,";', ': "testing! ~ervices from academic colleagues in other heal th-

'Telatedldisciplines, such as pharmacolo::;y and physiology.
I ,Howevert 10 of the Lrrves t i.ga t.ors contacted told us that
, these srrvices were limited in scope and that there were de-, '
jlays in receiving the results; l.imitations result from the
'" fact t.ha t their testing needs do not al.vay s correspond to .

. the ind~pcndent research programs of their colleagues. He
also haVe been infonned that academic testing services do

.:"not profide the screening and tes ting necessary to develop
promisrg co~pounds bec:-u:e tl:eir emphas i.s is on scientific
:kno'yle~lge and not on u t.L'l.Lza t.Lon ,

, .. ",.1 1 f' d t' ~amp es 0 lnn equ,a e
sdreenin~ and tes~i~gse~vices

',.. ,~e Fo'lLowLng examp'Les illustrate some of the adverse
"effect~ upon the medicinal chewistry research progra'11 brought
<about lty the lack of appropriate screening and testing se:::--

, ----:-. ,vices 0 :for the compounds prepared by tl-le research investiga-
°ctors 0 I . .. . I ' .

.l.J An experienced investigator credited "lith the dis­
'Ii covery of at least two drugs received a grant
, mnounting to about $123,000 during the period 1954I to 1964 from the National Heart Institute for the

I
i.. study. of hypo tens ive compounds. During the initial
: period of t.he g'rarrt , at least one highly active
J cl inical drug resulted from this research. 0

··1 Six pharmaceutical compan Les expressed interest in
i testing compounds for tl,e irivestig~tor, and a work-

I
~ ing relationship was established W.ith one of these
, companies that promised to provide biological test-

, 'f ing to the point of clinical investigation. The
i investigator inform~d us that, subsequent to adop-

i. tion of t~e 1962 ~atent a~reement, the company

I
withdrew ~ts test~ng serv~ces and that generally
nil companies now decline to test compounds pre-I pared with Federal support. "

,
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~IO.\'ing to the difficulty of obtaining
":,,, ,screening of compounds obtained under a

""grant from the National .Lns t.Ltute s of
,'Real th, no data are ava i.Lab'l.e pertaining

..1:0 the poss ible antihypertensive activi1.7
,"" ,'''':,0£ the amino acid.",.... .

"

":'The investigator told us that, because he cou'l d ir..
~~btain proper screening for his compoLk,ds, he de­
::~ided not to request a r-enewal, 6f his heart r e s e r
';grant•

.•..

':1'wo "eeks after the investigator submitted his! E
-compounds to the Center for tes ting, he was no. t'"
by the Center t.hut, due to reductions in its pr;
-grams, additional compounds would not be accept

. 'lIe informed us that PHS did not suggest any alto,
"tive testing facilities and that other arran~Ci;-:""

vere not made. He also stated that, follmo/ing :
1962 PHS requirements for a patent agreement, sc
1:ific information formerly 'provided by indus try

, '

....

..-::2. During the period 1963-65, grant awar-ds total b2=.
-abou t; $37,000 we re made to an investigator fo:;::-;:

"'Search in 'the mentel health area. According to
.. '" <files made available to us, the investigator at­

",'tempted to make tes ting arrangements vi th two pi-;
':'maceutical firms; howeve r , both firms dec l Lncdv t-.

"sign the patent agreement required by PHS. !-xrc,:
'ments for testing were finally made vith the Psy
',phamacology Service Center of the National Ln's t.:
tute of Mental Health.

,'.

,
,;
•,
'.

..,;::,·,'that he had been unable to obtain any screenir.g for
:;,;>~",:·.::.J':14 other compounds" He. said that some t.es t.ing was
.:: ';;~;;'available at a university medical school on an Lr-­

". ":',regular bas is and that CCNSC cancer tes t resul ts
were only indirectly related to his heart r es eerch .

':,An article published in 1966 in the Journal of
-Pharmaceuc Ic a'L Sciences d Lscuss Lng potential a:l.ti-

' ... i . hypertensive agents specifically mentionedtha pre:
. ':lem of inadequate screening in .thLs area of rasea:- __

.. :' ::and contained the f o Ll.owi.ng cerument concern ing th:' .
::: ..:.c,,:,.,.:·,:.-grant: .." ,'.. ,

.'

0"

l .'

.~....

'::..;...--

," ...

!
..

- c i
. I , , ,..;-" . I' '", ....,.. ~ .'. 0... ..,_ - •••_-_.- • -. ", __'1".

. '.. .,~ ..'~.J=-. '""" ... ' ,", '
"" .~. . ... '" "'I:~>': . . "",'.. ~.~..... ; ,",

,,'

,~
"I
;]

: . ',> . .: ·1·... ·· ..

! .. i:"
I.:'~:~:"";i~~~···-.'

y,', < -:, L.:
.~:.;.~~~> ~f :.,::

I.:

"'d·=J~-
-: "·,t~ .: ',..'; ~. -

I
I

"'/.,':i
..

I

I
I
!
i

I"~.

I
I

J

.I
I

"/
I

'T

".

.



~

_:.~--~~.:._c: J:;_~..:~~:~ _: :;" -" .:' , -_.: : :-~. ;.7__:." '.!
--....

•

.•. .
.'.

. .. ~

-------.......-==~----,"-~~"~-:·..::"::.:.__,e=_'"~~=.c::,~,_~

•

.._------,---~_.

15

"."

-. .

!
I" "j, . .

:. '.,. .:.. .
-,; -r·,··c" ·>",t t

,:.", ">':_:!~ longer made availa~le to h Ira•. He ex~l,:ix:ed that
'.' ":'";,''' ·pte inadequacy of ava i.l.abLe t es t ang f ac Ll.Lt.Les con-

. :' "'.. "'''fributed to his dccLs ion not to reques t a renewal
off his grant after 1965.

:;3_

I
IAno the r Lnves t.i.g a to r receiyed grants totaling about
$71,000 during the period 1964-66 from the National
/Institute of General Hedical Sciences (NICl-IS).
lAbout the time of the first award' em official at
!NIGrffi suggested that the investigator have his com-

I
t,pounds ~e:ted for ~iological actiY~ty and especia~ly

'c'for arrt.LvLraL, ant.Lcanoer , and arrt.LcorrvuLs ant; ac tlV-
-; . ··tities. "'.' .:•.. , ." . '.;'

.J,.,..... l' d' tho h' 'd
.. ;,'c...ne anves t ".!-gator exp aa.ne to us' at a.s compoun s

.' ..lwere of the type that should receive broad biological
rscreening. However, the only screening and testing
j;arrangements made were with CCNSC and they did not

I
, :p r ov i d e for anticonvulsant screening. The investiga­
·tor stated that no Governmcnt. testing. facility of­

r·£ered broad screening and th:'lt no such testing "las
I·,available at any of the institutions listed in the
lNIH booklet "Biological Testing Fac i1 i ti'es." He
/ ..stated that he was particularly conc e rricd vabout; his
I inabil i 1..7 to ob tain arrt.Lconvu'lsant; tes ting and that
!'7PHS had not assisted him. .
I .
l;Prior to 1962 the .investigator had sent compounds to
i.-pharmaceutical companies for testing. Tes t resu1 ts

·.j-.,·from one company shoued that a co:npound, submitted
"I~.:for ~esting in 1955, had be~n s'U~~ected to at.least
" 20 dJ,.fferent test systems, Lncl.ud i.ng several In the..
j·area of anticonvulsants the latest test occurring in
I March 1966: The. inves tiga t.o r s tat~d that the ~nad<=­

'..•..quacy of h i s current arrangements LnfLuenee d h i.s de­I cis ion not to request a renewal of his grant.

.,,+-. Since 1959, awards totaling about $141,000 have been

. i .'made to an investigator by the National Cancer 1n-
I· stitute (:':1). In connection with compounds pro-
I dpced unde r the grant, the investigator has made
~ ar-rangcracn ts w.it.h CCNSC for anticancer testing andI 'since 1962 has submitted over 100 compounds. His
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correspondence with CCNSC indicates that his com­
pounds might also show activity in the treatment of
mental disease; he infoDmed us that, in his opinion,
the compounds, should also be tested for blood pres-
sureactivi ty • • i
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'We found that, wi.t.hLn the broad terms of the grants,
.~everal grantee investigators have ~edirected their researc
'efforts away from the objective of developing compounds hx-.

. ing potential new medicinal value in the prevention and t·,::­
ment of human disorders. Some investi'gators are concorrtr a:
on basic chcmi.s t ry studies ever: though they had o r Lg Ln.vl.Ly
proposed to prepare compounds \-ri t.h potential rned Lc Lna l, ve.;.
.in several areas of health. We were advised by oth~~ invc
'tigators that, because of their awar erie s s of testing proP!.:.
encountcr-ed by o thers , they intentionally directed their L:

search ar-ound the need for testing. The f'o l.Lowtng cases ii,
lustrate the changes bei.ng made in the direction of the re-­
search effort in certain medicinal chemistry g r an t s as a rc:
Bult of the difficulties being encountered in obtaining ad:.
quate screening and testing services.

-

~' ."

':; ".:' .._~ .. ;,' ,',

', ....

---

'-t. ~i "

.....

',

He advised us that attempts to make testinr; arrange­
ments through the National Ins ti tute of l'len tal Heal c
were unsuccessful, and he expres&ed doubts to us
whether ade~late testing arrangements could be made
with medical school facilities. 'The only regular
testing arrangements made by him were \1ith CCNSC,
a'l, though a phurmaceu t i.c a'l, company had p rovLdcd S08e

'tests in mental chemistry prior to 1962. TIle inves·,
tigator stated that, a Lt.ho ugh an t i.cancer e c t Lv i ty is
the main concern of the lJCI, .he would liEe to ob t.a Lr:
broader screening of his compounds.

'Change in direet;an of research

•
. .

1. At one 'university an investigator received g r an t s
about $49,000 during the period 1962-66 from eIIG,-!::;
The Lnvcs t.i.gu t o r \'TaS preparing various kinds of pC)..
tential medicinal agon t;s when he appl ied for the P:
grant. In his application the investiga~or stated

. that he planned to obtain screening and testing frc
a pharmaceutical fi~ •

' .
•.
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The investigator stated that his attempts to obtain
COd ~ ". c ]-, h 0 l's~reenlng an ~esclng LTom ~~e p ~rm2ceutlca In-

dustry we re uneucces s fu'L and that he finally made
arrangerr:ents wi.t.h a university pharoacologist who
provided limited services. The investigator in­
formed us that his current research goals \-lere lim-
ited and that his testing needs we r e also limited.
He said that tl1e broad testing proposed in the orig­
inal grant application was still valuable and that,
if it had been obtained from Lndus t ry , the direction

·of his research might not have changed.

I,' "••
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'I Subsequentl?, he received a comm i tment from. the finn
I for these services. Howevcr , in .MGY 1962, ,the firmI advised him that it was opposed to the signing of

" the patent agreement required by PHS. The investi­
I gator made 0.1 t.e rriat;e testing arrangements wi t.h a
I commercial testing laboratory and later with a uni­
I. versity pharmacologist for specific types of tests,
! but not for broad screening. The investigator has
I informed us that he is currently interested in the
! study of how drugs wo rk and that he is studying spe­I cific drugs whose medicinal value is already known ,

I
, rather than concerning himself with develop in6 new

,I drugs.

'"2/.'Another investigator, who received grants of about
, . "If, $66,000 ~or the period 1962-66, proposed in his

" . initial grant application to submit his compounds
, I' to routine. screening ~n order to obtain as broad.. J an eva'l.uat.Lon as po s s LbLe ,

I
I

!
I
~ .

I
I
i

, ~n the basis of the several grants reviewed by us and-of
discu+sions wi t h grantee investigators, it appea'rs to us that
the difficulties encountered by grantee investigators in ob­
taini~g adequate screeni.ng and testing of compounds have ad­
vers~~y affected the achievement of important objectives of
research grants in medicinal chemistry. These difficulties,
whichl.many of the investigators attributed to the inability
to obfain the cooperation of the pharmaceutical industry and

the "ravailability ~f ad~qUat: alternative ,o~rce'.Of

I,
!

I
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'anc testing, a~so seem to be .elated to certain
in ~)e ad~inistration of HDi resulations concern­

'iuvention 'rights, ·...hich are ,discus~<ed in the subsequent

of this .eport•.
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,The regulations (sec. 8.2) provide four criteria for
use by the responsible HEW official in determining dispo~

tion of rights under section 8.l(a). One of the criteri~

(sec_ 8.2(b)) states that an invention may be assigned t-:.­
HEll to a' "Competent" organization if it will be more ade.­
quately and quickly developed for widest use, providing
there are ade.quate safeguards against unreasonable royal:
and repressive practices.

-

---

'-.:
' .."

In accordance vli th the general po1 icy concerning F-'"
-·-lication or patenting of inventions, we found that Ir.sw S

era11y Eo l Loved the practice of disserr.inating the resul t ,.
of PHS-sponsored research to other research \wrkers and ­
the public through publication. Publication ~as the e£i~

of making the results of research freely available to 2.1,:
,interested parties and, subject to existing patents,pe~

nonexclusive e:~loitation of the discoveL7_ However, we
have be.en advised by representatives of the pharmaceutic:
industry that, since commercial development of n ew drug::
generally costly, the industry vi11 not undertake. this c.
velopme..n t unless some form of exclusivity can be obtain:'.

"

During our revielol, several grantee Lnve s t i ga.to r s L::
formed us that, in their op Lrrion , pub'l.f.cat.Lon of the re··
sults of their research "as not an adequate means to er.:
development of promising corapourid s into new drugs. In
dition. '-Ie noted that in April 1962 the Director of the
tional Cancer Institute advised the Surgeon General tha­
Was doubtful that the policy of emphasizing dedic2,tion

.inventions to the public through publicationlolould make
ventions available or that such a policy woul.d all-rays s
the public interest. He stated that a no-patent concer
delayed the marketing of inventions because there was r.;
protection for the investment of the developer.

Assignm'2nt of invention rights bv HEH

Our review showed that HEH had not taken timely a c
to determine the disposi t.Loi; of rights to certain Lrrvcrr.:
and that only limited use had been made by HEH of the ,~._

thority provided in the regulations to assign invention
rights to "competent" organizntions, such as grnntee Lr.:
tutions. We found that, at the time of our f i.cl.dvork i:
J~ua~ 1967, HE>! had not acted upon, several petitions

. '.. '.
.. ~

. . .
20
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\ lwd bceJ rcceived from grantees for assignment of rights.
We founJ also that, from 1962 through June 30. 1965, HE\1I .. .

:bad asstgncd invention rights to grantees in only one situ-
·ation~ INIH records showed that, during the 1962-65 period,
..... grantee!' had reported a total of 682 inventions resulting .

· ~rom N~-sponsored research and that n~~erous requests had
. 'been re~eived for assignment of rights.

I . .
.' 'Su!bsequent to reporting inventions, grantee organiza-

tions nlay petition HEU for assignment of invention rights
·on an ilndividual Cilse basis. In such instances pursuant to
secti0rl 8.l(a) the responsible HEH official, in accor-dance
with sdction 8.2(b) of the reb~lations, may assign the in­
ventioi rights to the grantee for a limited period.

. I. .CHfV officials provided us with a list of.nine petitions
..'receiv ..• d by HEH from grantees that "ere pending determin8,­

::tion a of January 1967. TiW of these petitions had been
···'~.submitted in 1963, one in early 1965, and three others were
:··:at· 1eart 6 months old.

.-' . IJpiversity and industry officials advised us that they
-"Were df.iiSS&tisfied .·,ith the determination of rightsprovi-
:sions !bY the agency because the provisions did not provide
·-critCJ:jia and guidelines for determining rights; there we r e
Uncertlainties as to the determinations to be TI1o.de. The

"£ollovjing case illustrates the delay s and uncertainties in-
'Nolvel in resolving c. petition f or p at.errt rights made by a
";tin~velsi ty we visited during our review:

·In January 1966 a university petitioned PHS for assign­
'ment ff dome~tic ri~hts to inventions c~vering steroi~ ~om-
· -pound]s conc e Lved uncrer a PHS grant. P'rLor to the p e t i, t.Lcn.
the S~rgeon General had permitted the university to file
.sf.x pb.tent applications, P.t least 14 companies expressed
.inter~.~t inlicenscs for development of the un i.ve'r s Lty I S

LnvenltLons , ...
· I .

~e were advised, however, by a university official
that In.i 0 company wcuLd develop the inventions \li t.hout; cxcl.u-

. 'sive !rights to p ro t e ct; its investment in the development of
the ~nventions. He stated tho.t, as of May 1967, no develop­
mentlwork,had been done on the inventions by any of the 14

I
" ,.... .
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Ii d d th . 't' b 'd 1"recornrnen e at un~vers~ ~es e perm~tte to use ~cens~ng

incentfves to attract indust17 investment in product devel­
>opmentlr . (Hearings on Government Patent Policy. pt. 2.
..}>. 645,,) .

. .

Dbring our r evdew , we requested llE1-/' to provide us with
::inforIT\btion concerning the current status of its determina­
·tions dcr section 8.2(b), including the nine pending

cases s hown in its January 1967 listing. This information,
.provi ed to us in November 1967, showed a marked .increase

.. ·in deartmenta1 actions, inasmuch as !:ISH:,

'.
J

'j. Had signed section 8.2(b) determinations, assigning
, invention rights to the grantee for e limited pe-
. :riod. in seven cases. . _ ..

". i .. .
.'.. . ... I..J1'I.ad decided to dedicate the inventiqn to the public

..... ., ". . , in one case.
", e· . J ..

: ." l-Ias evaluating additional Lnf'ormatidon received on
) .i-: . I "the remaining case.

"The iJltformation provided to us also showed that, since Jan­
uary 1967' 17 other proposals had been s'ubm i t t ed to ES,; for
8.2(b determinations; HI:H had made determinations in four
cases 'and was evaluating the proposals received in ~he

.ot.her- 13 cases.

~n the basis of our observations, we proposed to the
secre~,ary that HE\l, in l:i,ne with its responsibility, should
direc' its efforts toward timely determination of rights

·to, aid the appropriate disposition of, potentially patent­
.able ~nventions resulting from research in medicinal chem~'

istryl., reported by grantee investigators. \·le believe that
such rction would serve the public interest by reducing the
uncerit-ainties of the status of invention rights.

. ~ '. ..
. ~

.. '.rse of institutional agreements
,

.. ' ..Our review showed that HEW had made only 'limited use
.of th!e regulation permitting the assigning of the determina­
tion pf invention rights to grantee institutions whose pat­
ent ~Iolicies held been approved by HEH (45 ern. 3.lb). This
reguljation h.:ls been applied !hrough the use of institutional

1
I•
,
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•
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..;:.agr~~~ents bet'Nee~ PHS and i~dividU~l'~~'~ver~itie~, and 18
....: ··such rgreemcnts, entered into between 1953 and 1958, are '.
r. ;'... :·.now if' existence. At least 34 other universities have sub-
., ", .mitte:.' requests for these agreements; howcver , in rbrch

. 1967. we were advised by HEH officials t hc t no additional
.'. agre.erents, h~d beer: approved beca~se oPin.ions of _responsible

-. agency o f f Lc i.aLs d l f f ered coricer-m.ng .t.he value ot such
agreetents~ . . '. ..' . .

. ,
'~e found that HE\?, in addition to nlacing limitation...·r . ' . . .. ,

I . on thf, number of institutional agreements being approved,
,place~ limitations on the institutions' administration of
.the agreerr:ents now in existence, because it required use of
the P¥S patent agreement. Some agency officials have ex­

.presstd the opinion that the use of patent agreements should
'not bf required a:t grantee institutions wh i ch are holding
instifutional agreem2nts and that greater use of institu­
tionaf agreements would help alleviate problems in obtaining
.sere],ing and testing services L:/ Pharm~ceutical companies.

-- . nformation obtained during our revie'IY shows that in-
.:;vestifators,,~rom:-t leas~ seven 0; =~~e un~ver~i ti~,s, holding
.,.agreerents ..,~ th PrIS encount.cz-cd GL" ~ Lcul. t.L es a.n maxang

scre,... ing and testi,n g a.rrangements ·.Ii th Pl',,1armaceutical com­
'panie', because of the required US? of the PHS patent agree-

.'.ment. I The f o l.lovdng case illustrates problems encountered
'when Ecreening and testing arrangements 'Here sought:

·~:n November 1962 the'chairman of the. patent board at a
: iversity holding an institutional agreement advised
an investigator, as well as university administrators,
that PHS preferred to have investigators obtain scre(,n-

.lng and testing ror their compounds from commercial
laboratories not engaged in the. maDufacturing business •

. Testing fees were to be charged to the grant. The
:~hairman pOinted out that he had:

,- ..,.

'''*** protested this and other recent actions
·.·of the USPHS in issuing directives requiring

.compliance on matters contrary to established
'procedure within the university and the uni­
~crsity's institutional agreement with that
agency ***."

-. ! ..
i _..•.. \
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... ·!()n ~w~ occasions the un Lve'rs Lty advised the Deputy
'. " .,.'c0/surgeon General that fees for the required testing

,,,;:,.>,-,, •. ,~ .. 'Would aTu:r..mt·f-.:-om about $30,000 to $~O,OOO a~d wou~d

'>,:::c·.v...,,'li:OnSUlne nearly all the funds of the grant. The urn,»

••.• ; • t .• rversi ty r-ecommended action to permit the use of the
·free services of the ph~rmaceutical industD'. The
.Deputy Surgeon. General replied that altl:]pugh there was

", 'imerit in this ar-gumen t , PHS had no alternative but to
",fT:'.<·ruse the amended patent agreementclau~e on- screening

i:ompounds.
"

l
i

:;': ..... tOn the basis of our obscrvat i.ons., \ole proposed to the
. <SecrEtary that HEH clarify the intended use of institutional

.. :,agreements and r-ev i ew the necessity for requiring the U,,2

;'~~,iof r:~~ent agreements by grantee institU~_ions whose patent

.~"::r'h~do::~"".:,:":naP:=,ved by H",. . .
z ; ~. .:I. .. ~ .: -. ';;' " . ,". '" .. •
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Views 1f agency offic~als
d " . .'.," :'''8n proposeo actlons

,~LOgnition of problem area

'J f d th 't . . j'Ell ff'"f oun at, pr lor 0 our r ev i cw , var i ous '\ '0 1-

cials pad expressed their views on problems concerning the
, means reeded to provide improved screening:and·t~stingof·

compoupds resulting from PHS grants for research in medic-
.. Lnal, c~'.emistry. Cognizant HE\ol officials have been awa r e of

the difficulties experienced by grantee investigators in
~arran ing for adequate screening and testing of compounds.

". They ~lso recognized that procedures implementing depart-
: •. ;m,ent P~!",OliCies had been unsatisfactory and had ccrit r Lbu t ed

to th loss of screening and testing services formerly
" ,.'provi "ed by' the pharmaceutical industry. ..-" ,

, .'

"

"

......,."'.,... ,_ .. _.

.. -;

" " '. . '~n March 1963 the Deputy Director of NIH stated in a
:.'Letten to the Director that:

..---·..fit i~ becoming increasingly apparent that our
·~urrent patent policy does present a problem for

, ~rantees who depend upon industrial laboratories
:1for biological testing of material produced wLth

iHS support." . ,.'.. " .

-. lnAugust 1964 the Director NIH advised the Surgeon
. General , PHS, of the need for change in the HEI-l policy to
,permit effective collaboration with industry. He stated

" in th1 memorandum that, since early 1962, problems had in­
.c:;:easfd to the point whe.re a prompt revie\'l of the policy

,appeal"" ed necessary. The Director stated that investigators
'found the drug industry best able to accumulate the data
neces" ary for the licensing of a ne\oT drug. , '

The Deputy Surgeon General, PHS, forwarded the August
1964 tetter to ·the HE\ol Patent Officer and stated that:

'1'*** it is preferable to create conditions that will
rttract private initiative rather than to undertake

"complete government financing of the cost of re- ,
'fl,earch and development of all inyentions that grOlv

. ut of the government I s program.". :
: . . I

" , Il-·· ,'" .. ,"..... ..., ..-.,....
~
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\ ." ·.I~ August 1965 the Dii:ector of NIH advised the Subcom..;

. '.' 'mittee Ion Patents, Trademarks, and Copyrights of the Senate
" JUdiCiJry Commi t t e e that:

':~::" . __ :,-,., ;he uncertainties involved~n after-the-fact de­
t~r~ination have created barriers for collabora­
t~on by the drug indu~try with NIH-supported sci­
e~tists in bringing potential t har-ap au t Lc agents'

~1!"" ·to the point of practical application."
I' .
i . '..

and thit: ' .

,':.ltqompounds which sh~\v some promise in early
'.0 sJ+ages of investigation may be of no benefit
,··t~ the public and may not serve t.he public in-

terest unless clinical testing is undertaken and,
.·t:le resulting, drug *** marketed. **,~ it seems
. 'sensible to be able to involve industry in the
··t4sting and marketing phases of drug .development

• I" . . . .

"$tnce these firms already possess capabilities
. 'i.~ these areas that would have to be duplicated,

<E!lseIYhere to accomplish these necessary purposes."

!
-,REVI vicIYs of July 1957

'1+ May 1967 ,,'e' advised the Secretary HSH, by letter, of
our firdings concerning the problems in obtaining appropri~

.. .at;e sCl."eening and testing for compounds prepared uncier
Governfuent-sponsored research. We inqUired about the steps
being faken or contemplated Within the Department to pro­
.vide ipproved means for screening and testing compounds re­
$ultinf from. the PHS-supported program for research in
rnediciral chemis try. -.

Ip his reply of July 1967, on behalf of t~e Secretary,
,the ASfistant Secretary for Health and Scientific Affairs
informFd us ~hat, sinc~ the :esp~nsibility for patent mat­
ters w~s ass~gned to h~s off~ce ~n October 1966, the Depart-
rnentlslpatent policies and administrative practices, in­

.. eluding the problems relating to screening and testing of
compourdS, had been under continuing review.

.'I
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13, 1959, as an
agencies with

a revised patent agreement between in­
and screening and testing organization.

, B _ ~

':'~:" ':1:hej Assistan~'Secretary ~entioned ~hat a private con- .
'''';sulting firm was studying certain patent problems related to

··HEH opert, tions in connection wi t h a contract study being uri­
...de'r t akenl for the Comm i t t e e on Cove'rnrneri t; Patent Policy of
':the Fede al Council for Science and Technologyl and that
the Dep~tment intended to use the study in the formulation
of any~hanges in policy or administrative practices found

'.to be ij order. . '.
J .

. Th~ Assistant Secretary further stated that two steps
were unqer consideration to promote screening and testing
,of comp1unds identified by grantees: (1) extension of the
use of ~lanket institutional agreements and (2) entertain~

.ment Of!"apPlications by other grantee institutions under
~ection·8.2(b) of the regulations for assig~~ent of principal
rightsy HEW to such institutions on a case-by-case basis

··where i~ was determined that such action would promote more
,.cadequatp and wider utilization of the compounds, including

screening and testing. However , HEW had reached no' final
_.uecisioh regarding changes in patent policies or in the

---- .: ,.;above, a~ministrative practices.

H~W co~ments of March 1968

I
A1!ter we brought the matters discussed in this report

.zo the attention of the Secretary for review and ccrnrnan t ,
.-we "ler , furnished with the Department I s corrrnerrt s , by let ter
':dated larch 20, 1968, from the HEW Assistant Secretary,
Comptr~ller. In this letter (see ap p , II), we were informed
essent~ally ,of four principal actions taken or being taken
oby thelDepartment to resolve the, problems related to the
scree~.ngand testing of compounds under HEW-sponsored re­

-jsear-cb]

. .. i ese actions include:

11 The use of
,r·vestigator

-l-E~s-t-a-D~[~ished by Lxecutive Order 10807, March

inte~agency body representing the principal
scieI1ltific or technical missions.

.'

_00. • ..... • •. " ....-.
28
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planned issue of a comprehensive statement of
Department's policies and requirements regard­
the screening and testing of compounds.

The more expeditiou~ 'issuance of determinations
permitting assignment of an invention to a compe-.
tent organization on a case-by-case basis.

The planned use of a revised standard
patent agreement.

i.... t". ; '~"'-'----'- ._. _.~._ .

,..,.
" .

.

e.

r.. .l.

I4. The
! the
ling

The s+veral actions as reported to us by the Department are'
~umrnatized below •

Jt. During 1967, HEll put into effect a revised form of
..patent agreement whLch , as po Lntcd out by the Department,
diffet..ls significantly from that required in 1962 in that it
doesot restrict the tester's rights of ownership to new
uses . f compounds which it may discover at its O1.;n e;~pense

cWithopt the participation of the NIH-supported investigator,
even.!'lYhere such new use is within the field of research
Mork ..\Supported by the grant."

I
i
fiEH has informed us that its records Lnd l c a re that the

r'evis!~d agr-eement; is acceptable to some member-s c'::: the phar­
maceujtical industry who are interested in.provid:'ng screen­
ing ~d testing services and that investig2tors and phar­
mace11tical companies entered into 53 agreem2nts, using the

. ,'revi ed form during calendar year 1967. HEH has informed us

. also .t.ha t the form of the required patent agreement will
unde~lgo further r evLew and that additional changes will be
madej wher~ appropriate, to ensure recognition of th.e re­
'spec~ive rights and interests of HEI-T, the investigators,
a~d 9he organizations performing screening and testingser~

.v~ce,1·

.. lIn comnlenting on the revised agreement the president of
the ~.harmaceuticill Hanu f ac t ure'rs Association advised us that
it wis a much needed improvement to the eXisting arrange­
ments, and, although recognizing that certain problems would
stilj exist, the association endorsed it as a progressive
measJre.

"
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-. t. HEW has rea~firmed ·that . the use of institutiona~

'.... agreeTents, as provLdcd for under Department patent po l.tcy ,
serve$ the public interest and should be continued. HEW
has ifformed us that a revised standard i.nstitutioni:ll patent
agrccfent, now in preparation, will permit the grantee in­
stitufion to retain and administer the principal o\mership
rightf in inventions made under Department grants, will

. clearly define the rights of the parties with ~espect to
such ~m.-entioIls, and wi l L set forth general guLde Lines gov­
erninr the licensing of inventions.

! . ... ..
~ HEW considers that the revised agreements wLLl, go far
towar~ solving the problems encountered by investigators .

'in cornection.with screening and testing and will, at the
. ...sameI'": fUllY. pro t cct; the public interest •

. ' .B. During 1967, HEloT has made efforts to expedite the
.. " ·i.ssuapce of de t er-rai.na t Lons pur-suant; to the provision in its

~atenf regulations that permits assigTh~ent of an invention
____ to a fompetent organization on a c as e-ibyv case basis. HEH

stater that it was its intent to act as expeditiously as
possible on a nwnber of requests pending for such assign­
ment'l as well as on those determinations already made since
.April'1967. HEW intends to use this provision of the regu­
lations where an institutional agreement is not in effect.

. ~.HEH has recognized the need for a comprehensive
staterent of the Department's policies and requirements re­
gardi['g the screening anp testing o£ compounds arising out
of Dei artment-sponsored research. HEH has Lnforrned us that
it i5 ends to issue a statement which Hill outline the De­
'partment I s policies and clearly set forth alternative meth­
ods o~ obtaining screening and testing services and that it
will rncourage the utilization of GoverTh~ent facilities
whenerer appropriate.

Fn surnmory , lIEH expressed its recognition that newly
synthesized or identified compounds resulting from
Depar~ment-sponsoredresearch constitute a valuable national
TeSouf!::CC and that their effective utilization. is a part of
HEW's! progrClm goals. HEH has stated that it will continue
to make such changes in its practices CIS are necessary to
fost,1:- the fullest utilization of all suchcoml'0unds, in a

I
30
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I . .
~~nnet that will protect the legitimate interests of the
'publit, the investigator, and the scre~ning organization.

<:onclLions . .-: '. ~ .. " " ; . . .,
... ~ln the basis of information obtained from grantee in-
:vestigators and cognizant .$gency officials, it appears that
the.sefu1ness of the HEH grant program for research in
med~'~.:ina1 chemistry has been adversely affected because of
the :ifficu1ties encountered by grantees in arranging for

.ade :ate screening and testing services. Although the re-
searqh efforts of grantee investigators provide useful sci­
-errt i, ic information in the area of health-related chemistry,
-op t L rum bcrie f i.c s are not obtainable if compounds wh.i.ch may
·have potential medicinal use do not receive adequate screen-
ing "nd testing. .

•. C'~~.__ .. " •• -"---'-' •• _ ......_- _ ... _. -" - - ---.....

r l:we believe it is important t.omo t e that, in a meeting .
('Wi~h: agency officials ~n Jun~ . ~96~, the Pr~siden7 ~f the
·.Un~trd States expressed spec~tlc lnterest In med~clna1 re­
,.-searfh and in achi.eving increased practical results f r orn

--- 'dru~ research in the form of treatment of diseases. Agency
,.offihCials have advised the President :~D.t a ~ajor impe~im~nt

,"to ¢ese goals has been the patent pc i i.cy wh i ch has mace It
I .extj~me1Y difficult to make use of the resources and ser- .\:iCj of the pharrnaceu t LcaL induatry. _./

. . !F~llo~~~ng't~~~ me~~;~;-," tl~~ 'p~es iden~'~'ef::;:;'to t~:-"
c~bltantial amount of funds be~~g spent annually by NIH on
'bio~hemical research and, after mentioning the role of med­
ica~ :ese~rch in control of ~olio and tuberculosis and in

. 'psyJh~atrlc treatment,' stated: 1

1'''These examples provide dramatic proof ~f \v~at '. ~
can be achieved if we apply the lessons of re­
search to detect, to deter and to cure disease.

'The Nation faces a heavy demand on its hospitals
.and health manpowe.r , H2dica1 research, effec-
tively applied, can help reduce the load by pre­

. r venting disease before it occurs, and by curing
, ...disease when it does strike.
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·::··~'~ut the greater re',vard is in the well~bcing of
"oJJr citizens. He must make sure that no life-

.r .. ,-iogiJlving discovery is locked up in the laboratory,"

.'~

......

,,'RecoTILrn'ndiJ t ion to the Secretar
,-of Health, Education, and \':""lfare

wi recoTILrnend that the Secretary of Health, Education,
.. -and We~fare develop and put into effect such policies and
.proced~res as are necessary to provide adequate screening

" and te~ting of compounds resulting from liEU-supported re­
,search lin medicinal 'chemistry to facilitate the development

O:of pot ntial drugs for the prevention and treatment of
--;diseasE!s and disabilities of man, ' "

--

ltil: 'is apparent that HEl'; officials have, for some time,
.irecogn~zed the problems discussed in this report,and we

have si1nce been informed that remedial measures are under
TtTaYOr[lunder consideration, including changes in the patent'

agreem~•..•. nt for. screening' and testing purposes, increased use
of insitutional agreements, and IT.ore expeditious assign-
ment 0 invention rights at the time of grant award , HO"l-

l," .evcr , 'ntil such time as the contemplated actions have been
fully ·Implemented, it is not practicable for us to assess

I ,

"the e f flec t Lvene s s of those various measures an-d to determine
I

whethe: they \Vill enable investigators to obtain adequate
screen 'In g and testing services in connection wi.th their HEW­
"supporged research.activities, '

I•,
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.·d.Jr r evLew of the administration of HE\-1 grants for re-
.i:·· searc~ in medicinal chemistry included an examination into
!' ·the p~tinent legislation and the regulations, policies, pro­
1 .<:edUrjS, and prac t Lcc s of HE\1 and its constituent organiza­
Itions, to t hc extent appli.cc:l>lc. Our wor k was p er f ormcd at
i ·t.he h adqunrters of HEI·T, PHS, and NIH, and at selected e du-.

catioqal institutions, which ~ere recipients of PHS grants,
in thJ States of California, Michigan, Minnesota, and Wis-

• II ..ccnsan ,
~ '., .
u

'fe r evdewed selected grants, ·totaling about $4.6 mil-
lion,.lawarded duc-ing the period 1962 to 1967 to 38 research
invesligators at 10 educatior.al institutions. He examined.
the gI:ant82s I research p r ograms and obtained infor:nation
from :he investigators and university officials as to the

I .
arrantements made or available for screening and testing

'nel~ c4Pmpounds to determine their usefulness. Our revie'"
'did n!~t include an examt.nat i.on of the manner in which the
£unds'were expended under the grants.

.:'---'. . .:, e met I'lith reoresentatives of t,'70 pharmaceutical Ei.rms
-and or the Pharmace~tical Hanuf2.cturers Association to de­

ctermire the basis of the industry's actions discussed in
't.hds report.

"fe discussed with responsible agency officials perti­
.nerrt ': spec t s of the Department I s policies affecting the ad­

:minLsfration of the grants and possible changes contemplated
in 'lrh pol\cie, or implementing procedure,.
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Mar. 1968
Present

Oct. 1965
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1965

1961
1962
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·.DISCUSSED IN THIS REPORT
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RESPONSIBl,E ,~R THE ACTIVITIES
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':31IE DEPARTHENT OF rIEALTH, EDUCATION, AND HELFARE

I
I,
I

t
I

::5ECRl1TP.RY OF HEALTH, EDUCATION,
". :.1illJi) l-IELFP-.RE :,

. .Abraham A. Ribicoff
,~thony J. Celebrezze
",ohn W. Gardner

. '11ilbur J. Cohen

--- ~;;ASSJTANT SECRETAr-.IT FOR HEALTH
-~ SCIENTIFIC AFFAIRS

, <note a): '
. ~Philip R. Lee

I!
;SUR~EON GENERAL, PUBLIC; HEALTH
-S~RVICE:

, JL-uther L. Terry
,William H. Stewart

DIRECTOR, NATIONAL INSTIWTES
-'~F HEALTH:

, -- J;' .tame~.A. Shannon

f ' "
·Ef'ective March 13, 1968, the Assistan~ Secretary was given di~~ct authority
. -ov.!'r PHS and FDA. Ef f ec t Ive April 1, 196B, r.he functions p r ev i owsIy as-
- ..s~&ned to PHS vcrc ass igned \:0 tv;o nev ope r-a r ing ng~ncics--the Nat i.oriaI In­
, s~itutes of Health (including th" former NIH and ce i-t.a i n additional f'unc.-
t~Qns) and the Health Services and Hent~l.Heal:.h J..ciministration (comprising

,ell other functions. previously ass i.gncd to PHS), The Surg,evn General ....as
lllfde t.he p;incipal dcpu ty to the Assistant Secretary.
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bd . k K '1' ,APPENDIX II
· .Mr. Fr[., e rJ.~ • .!ta;;>e : .Page 2

••..;~n+ in the R:port. Hm, ., con:idered a ~_er of
':~::'changcis in the patent agreement requirad to be signed

.· ..;:for s~'.r(;!e.nin9. • .Durin.9 1::1,",67 I a .revised ~orm of aq:eement
" ··:was p t into effect, a copy of which is attached. l The

·form!: the agreement cur:::-ently in use differs s~gnifi­

cantlYj f r om that originally requh-cd in 1962. It does
-no t; relstrict the tester's rights of owne r sh Lp to new .

. 'uses 9£ compounds ',:hich it :l~ny discover at its O ....m ex­
pense t~ithout the par t.Lc Lpa t.Lon or suggestion of the

. PBS i11j.vestisator even "where such nex....use is within the
· ·field lor research wo rk supported ;,y the grant." . \',e ,

W1derSjtand that restrictions of this type in agreemer::.:~

.forme~.l.Y in use were unacceptable to a number of phar;"a­
',-;ceutir companies •

.:: :Our r~cords indicute that the revised agreement is
· accep~ablc to some members of the phar~aceutical ~n­

dustri1 who are interested in providing screening .:ind
..testirlg services, and that PHS investigators and ?narrrta­
·,ceuti9alC0::1panics errt.er ed into 53 agreements using t..'1e
;revisid form during calendar year 1967. The form of the
~Tequi!]cd patent .. agreement will un..:icrgo further r evLcw ,
and at~ditional chan'3"~s will be made wh e r e app:=.-opriat:c to
,assur~ reco;;nition of the respectiv8.rights and interests
,of th ~ PHS, its investigators ando::.-ganizations pe r Eo rru­
~~ng slrccning undtesting services:

·As no1ed in the Report, it is the seneral policy of this
.. Depar~ment that the resultsof Department research should

be ",idely, pro~ptly, and freely available to other re­
.·searcl1 worke r s and the pqblic. At the same time , the
·polic~ recognizes that in seme situations, and particu­
~larlYlwhere co~~ercial development of inventions will be
.costl~,the public interest can best be served if a
'~evel~per is granted some exclusivity for a limited period
of ti~e. .
.'. I

.secti~n 8.1(b) of the Department Patent Regulations pro­
VidesJ,that ownership of inve~tions mace unc:e~ DeJ?art..:,cnt­
'sponsrcct research may be lert to a grantee ~nst~tut~on

,for administration in accordance with the grantee's.. s
I
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'·-.e~taflished policies and procedures wi.t h such modifications
-as maybe agreed upon, provided that the Assistant secretary,

. ,Health and Scienti~~~ Affairs, finds that the policies and
'.,:'-- procjdures, 'as rnod i.f i ..ed, are such as to assure t.ha t the

,iJ1vclr.::ion will be made available without unreasonable 1.'18­

.~triltions or excessive royalties. ~his aspect of Dcpart-
; mentpaten'tpolicy has been undergoing r-ev i.ew , and it was

~. rece~tly reaffir~ed that the policy serves the public
.inteiest and should be continued.

,:At J~ present tlme, a revised standard basic Instittltional
.··.pate~t l\;re8ment, to be utilized under section 8.1(b), is
:'undet preparation. This Agreement wi.Ll, permit t1:e grantee
:,.:instttution to retain and to administer the principal
cownershio rights in inventions mace under Department crants

_ ;.'and 4wards, will clearly define the rights of t;1e parties
-'with lrespect to such inventions, and ·.",ill set forth general

"g~delines governing the licensing 0= inventions, including
'1imiiations on the duration of exclusive licenses that may

. be glanted. It \-1ill also include the reservation of a

. royatty-fcee license to the Govern~ent and ot1:er appropriate
·,safeguards to protect the D~blic interest. Lric Lud Lnq all of

. ·thosJ specified in the'1963 presidential s t.a t.eman t; of
'-Govefm.1cnt patent policy. These latter safeguards will
i.ncl~de a reservation to the Government of the right to
·requtre D1e granting of additional licenses royalty-free
or 0' terms that are reasonable under the circuwstanc,"s

_""here such licenses are necessary to ::ulfill' public health,
'...welfJre or safety r8quirem0.nts. As soon as the terms of

this!basic agreement can be fully developed, the existing
.agre1m::mts wi Ll, be terminated and s t.and a.cd agreements will

·.he e1tered into with qualified grantee institutions.
,

We cjnsider that the Institutional Patent Agreer:-.ents ~lill

go fir towards solving the problems encountered by investi­
gato~s in connection with the screening and testing of com-

.. pounds synthesized or identified uhdcr D,:,partment-sponsored
'-reseJrch and w i.Ll., at the s ame time, fully protect the,
PubliC interest. An rnstitu.tional Patent J\green~ent will

-.. ...
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':-':••, a.,,"o'jz' a .",ntee in"titu~ion to enter into agree~ent"
,,-., ,'with' pliu:cmaceut:ical companies for, the screening and

testin~ o~ co~?ounds and to agree to grant limited
1 ' i 1·' "h '--0 uSl_v1 .i.cense a 'to any. a.nvorrt.i.ou s t at may r e suLt;

the sC1eening. I,ll such licenses will be required
inC1UOj. the conditions and safeguards specified in

"xnstit1tional E'atent Agreement. ' ,

. se'ctic>t f3.2(b) of the Department patent Regulatio~S '-
author~zes the Assi-st<::nt Secretary., Health and scientific

'''Affairf' to permit assignmc'?t o~ ;"n invention by the in-
' .. ",ventorl to z: competent org;:m~zat~on on a case-by-case

....- .basis there he finds t1:at. the in:cnt~on ~ilil~ _t~.creby be
",qnore aiaequately 8..11d qui.ckLy d e v e Lop e d for w~o_est use,

and ::.hft there are s a t.Ls f accory safeguards against un­
reasonfble royalties and repressive practices. During

·'1967 r If;;fforts \';ere mace to expedite the issuance of
deterdinations pursuant to this provision. Since hpril 1,

, _ '1967 ~ Ififteen det,er~in,:tions howe been i~SUGd J?ursuant t<J
--,sect~Oin 8.2 (b) pe:=~u.ttJ-ng a s s Lqnmerit; of J.nvent~ons'to '_ '

:9ran~1e.ins~it~tions. A n~er'o£ reque~t~ ar~ pending,
. and 1ij ~s· our ~ntent toccnt~nuc to act ons~cn rGquestS

-as ex~editiously as POSSible". I',t'! intend to corrci.nuo to
utili1e this provision of the Regulations where an 1nsti­
,tut.io~al E'atent ~greement is not in effect.

f
, . I '", h bl Lat.cd 'h ',-DurJ.n't! our r ev i ew 0-,- t. e pro ems a s eoc a at;e "atJ screen~ng

and -tfsting of corapounds ,arising out ·of Department-sponsored
.xeseafch , it has become apparent t.ha t, there is a clear-cut
need r,or a comprehensive statement of the Department's
POlic~'es and requirements regarding -this SUbject. There--,
fore, it is our intent to issue a statement outlining ~1e

.Departr.:ent I s policies regarding screening and testing of
comp1dun~s,and clear~y setting f~r~h the ,alternative meth~ds

-o f ot<un~ng ac roe na nq and test~l~g aexvace s that are ava a L>
'-able to investigators s uppo r t.cd by the Dcpart.'uent. This
Btat~ment will encourage the utiliziltion of Government
"faci~itios, includi:1g the Cancer Che~otheriJ.py, National

--serv~ce Center (CCNSC) and the Halter Reed ll.rmy Institute
,-, of REisearch for screening whenever appz.opr ia ce ,I . '
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.:.:."Mr. F ederick K. Rabel . .-,
. .

,:in s+ary, we consider that the r.c suits 0 f Departroent­
;"sponsrred research, including nevlly synthesized or
,', identtfied oompo und s , constitute a valuable n a t.Loria L

,·resoukce, and that the effective utilization of such
•. "c6mpo!nds is an essential part of the Departrr.ent I s pro-

i ' . . h
'1, :,.·.:?ram foals. ,,'le Lncend to corrc a.nue to mak e such c anges

.~ .an oUf p r ac t.a.ce s --as are necessary to foster the fullest
,,-.utilifation of all compounds synthesized or identified
.~urinf the cour~e of research supported by the Depar~~ent

,~ sUfh a manner as t~ recogn~ze an~ protect :he le~itima~e

·,c:'.1nterj;sts. of the pub l.d.c , the.. J.nvestJ.gator, ana the aozeen i.nq
"" .•..~DrgantzatJ.ons..
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,.';Mr •. F'r'ederic,.k K. Rabel
, ' ,Ass~stant D~rec·tor

: 'Civil Accounting and
, Aud,atincr D".vision
.unit:~, St;;tes G8neral Accounting Office

·:Waslu-!ngton, D. C. 20548

-Atta~r.•ent [1].
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