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OFFICE OF 'THE'
GENERAL COUNSEl. .

. ,-':~

March 13,

. OFFICE OF THE SECRETARY ,

WASl:iiNGTON. D.c. ··~201.;:

. ," " ~'. \. - .' , '. '. . -:: "';"~" .
. HoldersofDHEW InstitutionalPatent.{\:grE)ements

. DEPARTMENT OF HEALTH, EDUCATiON. AND WELFARE .'

.TO

. SUBJECT: Information Item.Nb. 6

Itlrecent months we'ia~e been asked ona n1.lmb~rQfo¢¢asionshow
.compo~nds gener~fedunderDHEW.grantsa:rehandl~dtib,derour'
institutionalpatenta.greements •.. ' This WaS the subject oj' a special

.·sectionin DHEWRegulations, which I amaftachingforyour use and .
.distribution'foinvestigators synthesizing compounds with DHEW
'support•. Please note in particular that the speCial agr~ement
betWeen the screening organization and the university requiredby

.Section 8.8(c)(2)is unnecessary if the university is an 'institutional
patent agr'eement holder•. All that is necessary is an a.greement .
betiveen.theparties meeting the conditions of 8.8(c)(1)•.; This agree
inent is usually drafted by the screening organization w'ith the cons~nt

,oftheuniversity.}
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'rL,J () (J /:72'1!.t"-:"'·-·
Norman '-J:~ Latker",' <t·
.Chief, . PatE;Jrit Branch
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sa", Screening of compounds ,generated'u'nderliliEW"Brants and awards',','> •

(a) Gel\eral PoUcy
'-1.

..- ....

, ' '

(1) 'Chemical compounds having potential lltedicinal and', other utilities are"
often synthesized, or identified during the' course ,of' resedFch financeJ, under,

, DHEW' research grants and awards. ,Reporting, fiUng patent"applicaticns on,",
and determining wnership in inventions relatingtos'uch' c'&:lpoundspose prob-,
lemswhich ,require specia 1 attention. , After' a "compound>ha~" been synthes ized,
it, generally will nOt constitute a patentable Lnvention u".;Ier the patent laws,.,
,of the UnitedStatesuntil a specific utility for thecompoimd has been estab~,

lished: ri is the policy of the Department that all c0JnPdbndssyntbesizedor/ '
identifieddurin'g the course of grant-supported research s,qould be adequately',
-sc_r~en~d" a~d· tes ted. -in Gove-rrunent .or nongove,rnnlenc" fac_~l iti"es in Ol.·del~: that
'all poss'ible utilities inay be ascertaill(!d and that any'promising compounds
maybef",lly developed for widest possible use • ' T,he Depar,tment' 'encourages '.':"
the utilization , whenever appropriate" of the screening ,services of the Cancer' "
Chemotherapy National Service Center and the Walter Reed lj'rmY Institute of·
hs~~ch~· ~
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Scr",enlng'pedormed with use of grant.fundsCb)

"..

Where nongQv'ernmental facilitt-es are utilized for ",s'creening s'ervices'
t,o be perfonlted ,and paid fo"b'y the grantee (as used in thIs' section ,the' ,
term "gran~ee" refer's to awardeesin:addition t'O grantee institutions) with

'grant funds, the grantee shall obtain an agreerr,ent .wi~h the screening organi"','
zation providing t,hat the screener shall'promptly, report to, the grantee the'
details of any positive findings of. utility for the compouild'and that all,
invention rights relating to the cOmpouqd and itauti'lity"hall, as bet,,'een

,the grantee and the screener; vest in thegraljtee. 'Upon' rece,iptof such '
, . report of positive findings. the grantee '3h,,1l promptly' fo~ward copies to

'DHEW. OWnersMpof all invention rights to the compound or'reported uti li-
. ties shall be subject ,to the disposition by the ASsistant ~ecretary,,(Health

,and Scientific Affairs) as provided by the terms of the grant or award in
accordancew,ith Section 8.2, except that wherethegrantee,1ns ti tution has'

,enter"d into an InStitutional Patent Agreement with,the,Department pursuant'
to Section 8.1 Cb) above, ownership of tbeinventionrights:,shall beoin, aecol:-
dance with the 'terms of that Agreement. ,(.,
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(0)" Screening'pe~formedwithout the use of ,grant funds
,...
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(1) Institutional Patent Agreement -~Wll;;r.. the' grantee, iusU tutioll
has entered into, an Institutional Patent'Agreementwith,. the Department tinde~,

, Section 8.1 (b) ,of the Department Patent Regulat ions" the ,granteesh"llente~ ,
into an <igr'eement w'ith the screener 'which shall becqnsistent with, and ..... ilY,:"
permit the grantee to fully,comply with its obligationstlnder, stich Instl.tu
'tional Patent' Agreement. The agreement with the screener shall" as a, c:inin.um',

: prov'ioe that ownership of patent rights to inventions resulting fiomthe
screening process shall, vest, depending On the law of ir(ventorship, in the ,_ '
grantee "the screener, or both,' except that such agreement may -leave to screeri~

ing 'or testing organization~ ownership rights to'in11enti<'>11s claiming n':>'/el' '
:methods of using' compounds ,where such use, inventions are, first conceived' ,
,and ,reduced 'to practice solely by the screenlng ot testingorg<ini,zation with~ , '
qut the use of grant <iwards. The grantee shall, a,dminister all il1\7ention" '
rights to the ,compound and, all ot,her invention' rights' vested in the grantee"

,in accordance with the terms of ,the' Institut'ional Patent ,Agreement. '

(2) Patent Agreements for Screening-~- Where an Institution~l Patent
Agreement is not, in effect , the, grantee shall enter intoan agreement with a', ~
screene,r to govern disposition of rights 'to inventionsre,:sulting from'the" '"
screening. Such agreemerits shall be' iri the formprescrlbed 'by or as 'may be::
approved by t"he Department and shall be consistent with the policy 'set forth:" '
in (a). ' ," ,
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(3) Determination of Invent10n'Rights Prior to Screening -- Where a'
grantee has' not entered :into 'an Institutional' Patent Agreement', it may, prior
to ,making arrangements for screening, petition the Assista'nt Secretary (He'a1th'
and 'Scientific, Affair'S) 'reques ting a' determination that fnvention rights, pet~,
taining to an identified compound be assigned',to the grantee for administra'-' '

, tion, pursuan't to the provisions of ,Section 8'.2(b) ,above;'::: 'Determinations '
under,'Section 8.2(b) normally permit' the grantee ,to grant:'exclusive licenses', :
tor a limited pe'l-iod of time. Such petition',must, d,emonst:~ate that, an ass'ign-',',
ment is required in order to achieve effective screeriing ':Of "the compound and,,"
any'resulting inven,tions will thereby be more 'adequateiy'#nd qUickly deve1opec!
for,,,,idest,:,~,' ,. . . .. ~;,.'
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