
3. The postdoctoral r ••••rcb f.llow and Dot .ore th.n

one other employ.e at anyone U... . aay vork as

Guest Workers wlth the Princip.l Investll.tor and ..y h.v. a raa.onabl.

use of research f.cillties. 1ncludlnl laboratory .pace and equipment ••t

DO chara•••s ••y from time to ti.e ~e aar.ed ~y tbe Princlpal Investl-

gator and the .ppropriate .anag.r •

•
4. The collaborative research shall ~e conduct.d ln accordance with the

attached research protocol entltled " _

..-------------------------------_.

5. The Principal Inveltisator and the postdoctoral research fellow wll1

visit corporate bioscience group one. each y.ar.

____________ viII pay for the accommodations. lubslltence. and

travel for the postdoctoral reselrch fellow and the Principal Investl

aator. to the exteFt permitt.d ~y rederal lesulltloDS .t 4S erR

73.735-S07(b).

6. lesular monitorlDa of tbe rel.arcb proj.ct vll1 ~. conducted ~y biannual

proar.ss r.port. prepar.d jointly by the Prlncipal Inv.stllator and the

pOltdoctor.1 r ••••rcb f.llow. and by bi.nnual ...tinl. b.tw••n It.ff

froa and tho.e directly 1nvolved 1n tbe r ••••rcb

project.

7. Confid.nti.lity of Inform.t10n

Ib.ll tr••t all data and 1nforaation relatina to the collaborative

r ••••rch proar.. eitber: (a) lub.ltted 1n vr1t1D& Ity _

2
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to and lui tlbly Indicated or .arked a. confldenUal, a. trade

lecret. or commercial or financial information witbin tbe exception

to the dilClc.l~re .andate of the freedeD of Infomat~O)n Act (5 U.S.C.

552(b)(4», unlell otberwise determined by NIH or DHHS lOlA offlciall

or a court of competent jurildictlon. furtber qreel t~,at lucb

data and Information .ay be dilseminated within , but only to

the extent neeenary to permit perfol1lance of
•

obliga tiona

under thil Agreement. Tbe obligationl and restrictionl provided

in this paragraph Ihall not apply to wbatever portion of luch data

and lnform.tlo~ (a) .ay be In the public domain at the t1.e of d1.-

clOlure to by or at the t1ae it i'

derived by and/or In the cour'e of the

research proaram, or after luch d1KIQ5ure or derivation, II.ade

part of the public dOllldn by or a third party

not affillated with or employed by NIAID who 1. legally In poI.el-

lion of this data or Information and il under no obllsatlon to

___________ or to to .ainuln luch lnfol1laU.on

by a thirdconfidential. (b) I' lawfully .ade available to

party who 11 not afUll.ted with or .ployed by _

and 11 unclar ftO obl1sation to to .ainuln the

1.1Ie confidentiality; or (c) .1 already known to WIAID at tM

•
b, "tiae of the dilc1o.ure to

&. 5_~ _. _ •• r- _. . •



8. __________ ..r ••1 to coop.r.te witb RIAID In f.cUtt.t!aa

.nd creating uleful public.tionl In tbe ar•• of r ••••rcb felated to

the development of pertussis v.ccinel. 10 lo~ a. luch public.tiona

do not result in tbe dllclo.ure of tr.de lecr.tl or commercial or

fin.ncl.1 inform.tlon tre.ted al prlviledged or confidential \y

under paragr.pb 7. In order to protect -------------
confidential information. .greel to live _

It-least 30 daYI to review .ny propoled article relulting from the

collaborative research .nd vill not lubelt any luch article

for publication prior to obta1ning ---- approval.

That approval .ay be vi thheld only 1f _

rea.onably determinel tbat the Irticl. contains confld.ntial infor-

.atlon a. defined in parasraph 7. of thl. Agreement.

9. In accordance with Executive Order 10096. the Department of Health

.nd Human Service. (DHHS). the parent aaency of Ihall bave

t1tl. to any invention dev.loped und.r tb1. Alreament by

employeel or by Cue.t ae.earcben or Cuelt Worken. In tbe ."ent

a patent application II filed on luch lnv.nt10n. by the DHHS. the

DHHS and the . air•• to Irant to all

. jfrevocable. non.xcluliv•• royalty-bearine lic.nl. to ..ke. al••

aad lell the invenUon for a period of 11.,. (5) ,earl from the date

of f1rlt ca-aerclal Ille. or ellht (8) ,earl fro. the date of thl1

lic.nae , whichever OCCDf. flrlt. In accord.nc. with the t.ml and
.

condltioDa contained in the DRHS Stand.rd !sclullv. Licenae

4
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Agreement, (a copy of 1Ilt\1ch 11 attached bereto and ..de a part of thh

alreement attached at Tab .) provided that _

CCllpl1el vi th the requ1r_enta of 37 en 'art 404 (especially II 404.5

and 404.8).

ue. In the event the and the DHHS detemlne that no Inventions have

arilen from the relearch or that no patent application. will be filed,

• Ihlll be free to ute all lnfomaUon and atp

riall ineludina biolo&lcal .ateriall, lenerated or developed durin,

the cour.e of the relearch, .0 lone al thi. doel Dot interfere with

the u.e of .uch information and ..teriall.

11. In the event of any dl.pute between and adling

out thi. Aireement, Which di.pute cannot be .ettled by consultation

and discuuion between the parUel, said d1lpute .hall be referred

to the DHHS AI.lstant Secretary for Health for relolutlon.

12. The term of tbl. A&r...ent .hall M two (2) ".an fraa tb@ ut@ of

.xecution of the Aireement unle•• extended by written alreement of

the partie.. Thi. Aar••ent .a, be t.minated by either party upon

30 days prior writtln Dotlce and ther.after tbe partie. bave DO

further obUaat1on to lupply .at.rlals or conduct research. All

otber riaht. and obllaatlons I.t forth b.r.ln whlcb vest prior to

the t.mlnation, lball luniv. an, t.mlnation of the Alre••nt.

13. 10 iDdnn1ficatlon for ct.a••s il lDt.DeI.d or prOVided uDd.r thil

A&r•••Dt. Each party .ball be 11abll for any ct.a.es it incur.

al a r ••ult of lts actl.ltl•• under tbl. Aar....nt.

5
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effeet, or performanee hereunder, or ita operation, interpretation

of construetion, aball H aoverned and cleumlnld in aceordaftce

with Federal law.

Date: _

'.
•
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LJtEISE M1ttEM£~r D.
IIEPAl1lllN'T ar HEALTH AND IUWI SERYlCES

TII1I AFt.-nt. _dt Iftd I"tered tltto thtl tII1 .f _

1'_.•, Iftd btMe" tM ""fled Statll of .rtc•••1 repr.ltnted bl tM

Autstant Stcrlur, for He.'th of Ute Dtplrt.nt of Health .ftd H.-n Strvicts.

"'''Itnafttr reflr...d to II the DEPAlTl£NT. 'M -----------
.

"'rlt nlfttr reflrrld to IS the LlCEISEE.

WI1MESS£TH: That whenll the Dlpart.nt b th. owner of th. tntl,.. rtght.

tltlt ••nd tltterllt fft .nd to United SUt.1 ',tent Mulllbtr _

hlUld ••nd Intlt1tc1 _

.nd

WHEREAS. the Regullttons of tht Dtpart.nt covering llc.nses to pra,tic.

1n~nttons cov.red bl patents .nd ,.nding patent appHclttonl owned bl the

United Stat.s Gov......nt. IS represlnted ., Ute DlpaPUent. ,,"ovlde 1ft C5

C.F .R•• SlcUon 6.3 that .n tt apptl'" thlt the pubUc l"ter.st wt11 be

serv.d. ttle Asshunt Secrltar, for Health.., hlue licenses ",ovidl.. for

11.1t.d 'lclullyt~ Ind the ;.,..nt of rOll1tl.1 to tM Otpartle"ti .nd

WHEREAS. th' Ltc.ns.. tl destrous of obt'I"I~ In ex~ultYe ltc.nse under

1,1d pltent for the ..nuflctun. us•••nd s11. of the InYlntlons deplet.d

thenin throughout the United States. tu territori.s. possessions and

.~"."ciu .•"d tM fssuaftC. of IUcl\ • ltCIIISt hll been det'nllned to be tn

tht pubHc tlttlrlst. til order to mre .dequate1, .nd quicltl, deYllop th.

Iforlsald tftvtntfon of the "tellt for the widest Usf ., the Itlllril pubHci ."d

VHERtAS. the Licelll.. has teftdt,..d the required IU. of tiro """dred .ftd

flf~ .111'" ($250.00) to the Govtr...nt to ,.rtll'" ",IlIbun. the Govtr..Ilt. .
for "lnbtratl.. COlts tftCUrred fit the hlulftc. of thts ltc,nse and the

f ..thlr ""oclssl,,, NClutred wt.. ttl Uni'

IlMEIlAS. Ute AllbUIlt Secreta" for Htal'" UI rtvtewtcl the requelt for

tIIh UCIIlI.....1"" " eM LtC..... and ...S .Unlined that eat...t..

..., ....nt and \tstt", rlqutrf•• I"bstafttfal tllY.Stlellt ., ",hlte rfll c.,tta,

ta "" tlW."Uon cow.red _ the Ibowl ,.tent fa Mldtcl '- Wi .. tltfa t"'l"tl.,.
~

'- "" ..tit of ....cttc., ..,1tcatt... aM eM, tM ..."tt.. fit "'h ltc..... fa.
COftlhttftt "'til SeettcMl I.J .f 1M ",I",-at ..tent ,..'l.tt....

... -_.-----,..--=~.;.=~--- _...

I'I.'Y-_n ••I:. I II :IIt. ~•••1.. M'1IIii _ _._~ _

. -:- .~ .._---_.. ~ ._ ._.~



)"

D. THEREFORE. in consideration of the for.going ,...1I.s and in

consideration of the public interest. and for other good and Yatuable

considerations. the parties hereto Igree as follows:

t. DEFJNJTJONS

Patent Rights • ·Patent Rights· ..ans said United Stltts Patent
-

l&IlIber and 1"1 reissue of such patent. Ind the

invention described therein.

J!provements • ·J~rovements· ..ans bette~nt of the processes.

intemed1ates. or the products which Ire defined b,)' the clailllS of the above·

cited Un1ted States patent developed b,)' the DepartBent or part¥ obligated

to assign such developments to the Department.

Product· ·Product· .ans a"1 device...ter1al. or subtanee

which is within the scope of Patent Rights. or which is s,)'nthesized b,)' I

process within the scope of Patent Rights or emplo,)'ing In intermediate within

the scope of Patent Rights.

2. LICENSE

The Department hereb,)' grants Ind Licensee hereby accepts an

exclusive and revocable lic.nse under the Patent Rights to ..ke. hive ..de.

use. and vend Produ.cts. Ind to use processes cCllling w1thin the scope of the

Patent Rights in the United States of America. its territories. dependencies

Ind possessions. subject to the conditions and li.1tations hereinafter s.t

forth··untit ,urs after tht first connerctal sale

of Product b,)' LtcenSH. or lurs fr. the dlte of this

Hcense. whichever occurs first. provided that LicensH shalt use att

reasonable effort to effect introduction into the eOlllltrctal ..rket IS soon

IS prlcticable. consistent with sound Ind relsonable business prlctices and

Judgment. ~ extension of the ..xi~ period of ••clusivit¥ shall be subject

to the approval of the Departlllent. An.1 requ.st for such an .xtension shatt

be considered on its ..rits upon written request and justification. it being

understood ....t upon exp1raUon of the period of .xclU1iYi~ or 110'

utensfon thereof. the Licensee thereafter "for the .....ining life of the

,.tlnt shan "IYI • none.elus1ft Utense. The UCensll ....n MY! the

prtvn. of IrlnUng subl1censes wtUa resPICt tD .n 'at-.t I1thtl. or

.ss1gn1. such rights. subject to .11 the conditions of Ua1l A.,....nt ••ftlr

-1-
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furnishing the DePlr~nt with a cop¥ of the proposed sublicense or

.ss1,,..nt th1rt.1 (30) ~s prior to its execution .nd recehing no

rusonable objection thereto. Such sublicense or usig,.nt shin not be

revoked I»y the DepartNnt except under tile te.. of 'Irlgrlph 11 hereof.

~ RESERVATION OF RIGHTS

TM Ucen" grlnted in 'Ir.grlph 2 lbove 11 subject to the

reservation by the Deptr_nt of In irrevocable. nonexclusive. nontransferable.

roy.,ty-free Ucense for the practice of such i rwent10n throughout the

-.orld by or on behalf of the United States or Iny foreign goverrnent

pursuant to Iny exisUng or future trut.1.

4. OPTION ON IMPROVEMENTS

The Department will disclose .ach Improvement to licensee pursuant

to P.r.gr.ph 8 hereof. The Licen"e .y eleet. by ""inen notice to the

Dep.rtment within three (3) months .fter being notified of .n I~rovement.

to file. United States patent .pplication Ind hive s.id IlllPrOvlIlIfnt included

IS • part of Patent Rights under this AgrHtnent It no incr.ase in roY.'ty.

If Licensee does not elect to h.ve an IllProvlNnt included .s I part of

'.tent Rights. Licensee .nd the Department shill hive no further oblig.tions

hereunder. Hch to the oth.r. with respect to .said JllprOVlIIleftt.

5. GOVERNMENT FUNCTIONS - PERFORMANCE

I. The License. Igrees that development Ind testing of the invention

disclosed in the Ifores.id patent or .pplic.t1on .nd .rket1ng of III

products under this Ucense will be in Iccord.nce with III laws Ind regulations

.pplicable thereto. This license shill not be construed IS restricting I~

of the rights or powers Of the United Stat.s to exercise its no,...l governmental

functions in the control of the ..nuflcture. 1I1e • distribution. or consumption

of IfI¥ product within the scope of thts Ucense under III pertinent Federll

laws or regulltions .ich .., now or her,.fter be in fore,.

... I .. tM .....t of the exploitation of the '.tent lights outside

the United States. Licensee shin CClIlP'Y with III Ipp11cI"'e llws .nd

regulations of the United Stltts, 'ncluding particularly the export control

rllullt,ons. foreilln Issets control regul.tions Ind trlnsaction control

regulltions. 'he license ,ranted "'",'n shl" not .. COftltrutd IS ulIlPting

Ucens.. fl"Clll 11\1 of such laws or ,...,lattons of the ....ttecl States.

-I-



I

,\

...

).

5. PATENT FILING, PROSECUTION AND MAINTENANCE

The lic.nsee shall bear the .xpense of .11 prosecution of .ny

United States patent .pplic.tions on IlIProv_nts which Licensee has elected

to include .s part of P.tlnt Rights.

Ltc.nsH shall not .bandon '"1 patent .pplication on .n Improvement,

without first offering to tr.nsf.r prosecution of such .pplic.tion to

the Department not less than forty-fhe (45) dllS prior to the date. repll

to • PItent Office .ction is due. If the Goverrllltnt does not request.

power of .ttorney to continue prosecution within thirty (30) dlYS of

receipt of this offer. the License...y Ptnlit the .pplicltion to go Ibandoned.

The licensee shill. upon request. grlnt I power of .ttorney luthorizing

the Department to inspect .nd Nke copies of '"1 docllllents in the Pltent

Office pertaining to the prosecution of United States pltent IppliCitions

on .ny Illprovlllltnts.

7. DISCLOSURE

The Department shill. upon .xecution of this Agreement. disclose

to licensee III informltion, know-how Ind dlta r"lt1n, to PItent Rights.

Products. Iltthods for Nnuflctur1n, Products Ind fonnulitions containing

Products in its possession or under its control. Ind the Department shill

from tille to tillt disclose to licensee such Idditional informltion, know-

how Ind data .s it shill .cquir. or control. all to the .xtent the Deplrtment

shall hive the right to disclose such infonlAtion. know-how .nd data for

use by licensee hereunder with~~t restriction or obligation other thin IS

1ft forth in this Agreement. The Depar_nt shill hlv, the right to publish

.nd .ake disclosur. of a"1 infonnation r"lting to .ny subject ..tter or

tnv.ntion pertaining to the ,.tent Rights or I_prov••nts , when.ver detllltd

to be in tbt pubUc interest. provided cOIIPHlnce with Article 4 above

of tIlis Agr...nt his bun .ffected.

t. REPORTS

Ltce'''" shall provtd...tttift annual r.ports to tII_e DtpartlDtnt

cOlllltncing one IIa, ff"CII tht date of tMs Agr...nt reglnltng the ci.velo...nt

and ee-trcf.l us, tblt fa betng _, and ts intended tD be Md. of the-

tnventton. fncludtng 1M ...."t of • ...., upendtd fn sucll d._v,'oplllnt and

such other non-proprt.tI'7 data and flfo...tton a. 1M Depar_nt ..y

, I
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lpecif¥. No furth.r an~l reports will be required aft.r notification of

the fint cOllIII.rci.' ..le of .n,y product -'*lying the invention unless

otherwise requested b¥ the Dtpartllent.

•• 'ArENT MRICING

Ut,nSH agrees that tt w111 ukt .11 ...asonable steps to assure

that .11 packagts Or conu1ntn tn which Products .... lold b¥ tt pursuant

to the Hcense her.1n granted w111 bear .n appropriate ltgal notice w1ttl

r.spect to the pat.nt tncluded in Patent Rights, under which patent the

Product is lold. Tilt DepartBent will from t1.. to time supply Licensee

the necessary 1nfOMlllt1on to be contained in such notices •

10. DEPARTMENT REPRESENTATION OR WARRANTY

•• Wlrrlntx - The DepartDent does not warrant th.t this Product

is capable of commerci.l exploitation, or that the prlctice by the Licensee

of the invention licenses hereunder will be free frQlll an,y infringement

or charges of infringement of an,y pttent or pttents. The Deparwent

ISSIllltS no 11.b1l1b whatsoever that _y result frQlll the ex.rcise of the

ltcense. The DtplrtDtnt, tn grlnt1ng this license. does not represent or

warr.nt the v.l1dity of .n,y patent. nor does the Departlllent undertake to

prosecute or defend any suit brought by or .ga1nst the Licensee, or indemnify

tt for the infringement or enforcement of .n,y pltent, nor do the parties

hereto wive .n,y rights they _y have under the .nti-trust '.ws.
b. Non-Use of Names - This lic.nse Shall not be construed or in

.ny way be represented IS constituting the .ndorsement by the Government

of .n,y product _nufactured by the LicensH within the scope of this license,

or of the therapeutic utl1ib or s.feb of .n,y such product.

LtC"'SH shill not UII the nut of the ;ov.,....nt. nor .n,y

adaptation of the .... of the &o••~t, 1ft I", ad••rtising, p~tional

or 1I1.s 1tt.rt;turI without prior written cons.nt obtained f,. the

;ov.r_nt (.s repres.nted b, the Assistant secretary for 1CH1th, Depart.-nt

.f •••ltll ........" .e"lee.) Sa Hell ca...

11. .£VOCATION OF UtlUSIY[ LlCrm

a. De Depar....t ...s.nes the rig"t to mot. the .clush,

1ic..... ,ranted und.r '.r.,r.", Z .f ttlts Agr..-nt .rtd/or ,r.nt 1ieens..

to .n a"Ucant on • nonexclus1v. bists. l'Oy.'~-f.....r on taNs that ....
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....soNble under the circ..Unces if (1) tM LtcensH or its subUcensHs

f.n to ee-ply with '1\1 of the provisions of this Agr...nt, (2) the

Depu_~t dete,..ines that the publtc he.lth, safet1 or ..,f.... rtquim

such action, or (3) wttM" three , ..rs after the flsut datI of tilts

1ictnse agreeMent, the Ltcensee or tts sublicensees hive not only f.illd

to brtng the blYention to the point of practic.l .ppHeattOft, llut ha~e also

f.ned to _Ite the invention nanlble for ltcensing royalt,-free or on

tel"llS that are re.sonable tn the c1rc.-sunces.

Licensee shill be given written notice of al\1 proposed determination

pursuant to the provisions of this paragraph not less than tIl1rt1 (30)

days prior to the effective date of such determiNtion Ind, if it requests,

sha" be granted a hearing before Iny such determination is put into effect.

In the event the written notice proposes to revolte the .xclus1ve

license on the ground thlt the ltcensH or its sublicensees have fined

to comply with Iny of the provfsions of thfs Agreement (pursuant to

clause (1) of this subparagraph), such notice sha" not be effective unless,

withfn I perfod of ninety ('0) days (or such longer period IS the officer

executing this Agreement on behalf of the Deplr~nt, or his successor, ..y

.uthorize in writing) fro- its receipt, the Licensee or its sublicensees

sha" have faned to cure the .sserted noneOlllPlilnce.

b. If the exclusivl license is revolted pursu.nt to the provisions

of subparagraph -.(2)- or -a(3)- .bove, the Licensee shill have a nonexclusive

license under the 'atent Rights until expiration thereof. Anonexclusive

lfcense obtai"ed pursuant to the tel"llS of this subparagraph shill be

revocable if the Lice",.., thrH ,elrs after a PlUilt issues Oft the invention,

his f.iled to bring the 1nve"tion to the point of practical application.

12. OTHER LICENSEES

In the event that this license becClllleS nonexclusive, the Depart-ent

.grees "'-t wi" r_,.ct to l1ceMes to others, tf the DeparUltnt should

during the periOd of tilts LtCI...I Agre-ftt ....nt • 1feense .to .1\1 perlon,

ft". or corporation under ~... f.vorabl. ter., except .s to the roY.'t1 petd,

thin thost ""eby ,ranted to Licens... the DtPlrtlalnt "'" pnIIptl,

.tt" Licens...ftd advts. LtCIftSH conc....f.. the .tfferlftCtI, fn tetW

"tween such .rt f.wonbl. 11c... Iftd "'11 Ltcen.. At,....,.t. LtCeM"

•
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Ihill. at Licensee's ,'.ction. be .ntitled to the benefit of such -are

favorablt ttnas as of the d.te upon which such -art f.vor.ble license

Ihlll btca-e ,ffectiv••

13. TERMINATION Of AGREEMENT

Uc.nSH shill hlvt the right to ttnllinatt this Agre_nt .t .ny

ti. by giving sta el) IlOnths prior written notice to the Dtparment to

that .ffect. F". and after the .ffeethe date of any u",ination of this

Agrellllent. Mither the Licens.. nor the Departlltnt shill hive further righU.

powers. privileges. licenses. obligations or liabilities under a~ of the

provisions of this Agr....nt.

14~ DISPUTES

All disputes concerning the interpretation or applic.tion of this

License Agreement which are not disposed of by ~tu.' .greement sh." be

decided by the officer executing this lictnst on behll' of the Government.

or his successor. who shill reduce his decision to writing and ..il or

othentise furnish I copy thereof to the Utens... His decision Ihlll be

final Ind conclusive. except on questions of 'IW. unless within thirty (30)

d.ys from the d.te of rec.ipt of such copy the LiCtnSH ..ils or othtntise

furnishes.to hill I written .ppe., Iddr.ssed to the Secretary. Department of

Health aDd RYaaD Service•• The decision of the Secrttary. or his duly

euthorized r.presenteth. for the d.t.rwiNition of such eppeals. shill be

final and conclusive. except on questions of law. un'ess dettrmined by • court

of cOlIlPettn.t jurisdiction to hive been frludul.nt. or capricious. or

arbitr.". or so grossly erroneous as Mc.ssarl1y to 1l1Ply bid flith. or

not supported by substantia' ,videnc.. 1ft connection with appeals under

this claus•• the Lic.nsH shall be afforded an opportunity to be ....reI 'M

to off.r evidenc. 1ft support of tts aPPlll.

15. .men
~ r.port or ROtice to be Ih.n her.und.r shill be ..nt to the

followi", respectiv••ddr" s:

For the Depa t:

Assistant S1crtta"1 for ....,th
""l'tMDt .f ...1tla ... au.a1enSc..
Washington_ D. e. 2D201

.'1.

__ A ............ l .... u •
•• ,......'1" ..ft n •••e'l"'"n, DT ••__ un ••s.3l _'~"I'I ...... kJ ...."'6
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For the Licensee:

16. COVENANT AGAINST CONTINGENT FEES

Tt.. licensee ...rrants that no person or sining .glncl hll been

~loled or retlined to solicit or secure this license upon .n .greement

or understlnding for. cOllIIlissfon. percentage. brokerlge. or contingent

f.e. excepting boftl fide enplol"S or beftl fide estlblfshed comnercial

or selling Igencies ..intlintd bl the Licensee for the purpose of securing

business. For brl.ch or viol.tion of this wlrrant. the Department shl"

Mve the right to Innul this license without lilbility.

17. OfFICIAL NOT TO BENEFIT

No .ember of or de'egate to Congress. or resident commissioner.

sh." be Idmitted to 1"1 sh.re or part of this license or to 1"1 benefit

that Illy Irise ther.frDII. but -this provision shl" not be considered to

extend to this lic.ns. if gr.nted to I corporltion for its gtner.' benefit.

18. COMPLETE AGREEMtNT .
This Agreement s.ts forth the .ntir. understlnding between the

par~i.s .s to the subject ..tter, Ind the provisions Clnnot be IlOdified

or Changed w1thOut tItt written consent of IM)th perU.s.

IN 'IllNESS WHEREOF, the parti.s hereto hav. executed this instrllll.nt in

triplicat. bl proper persons thereunto dul, luthorized of the d,,'lnd ye.r

Ilerein.bov. written.

UNITED STATES OF MERICA

'y: D.te:-------
Title: Assistant Stcret.ry for ....lth.

DepuCMDt .f ...lth aDd "'D SenSe••

": Dlte:_-----
T1III ...: _

T1t1.: _

...
• ~~ ----~-~ ~- - ------••~-- ••• A_Rap•• ftA.... 'I"'T
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r UNITED STATES DEPARTMENT OF COMMERCE
The Under Secretary for Economic Aft.irs
Washington. DC. 20230

MEMORANDUM FOR

FROIo!:

SUBJECT:

Douglas A. Riggs
G~neral Counsel JI .1\
Robert Ortner / ~'
Under Secretary for Economic Affairs

Preparation of Materials Explaining the
Application of the Employee Standards of Conduct
to Activities Under the Technology Transfer Act
of 1986

In your memorandum of February 11, 1987, you reviewed this
Department's Employee Standards of Conduct for the purposes of
the Federal Technology Transfer Act of 1986, .and concluded that
·our regulations establish adequate guidelines to cover
situations under the law and do not require changes at this
time. w My office is now beginning to prepare materials for use
in the Department's laboratories that will establish guidelines
for employees in situations likely to arise under the Act. The
purpose of this memorandum is to ask you to assign a member of
your staff to work with Norm Latker, Director, Office of Federal
Technology Management, in the preparation of these guidelines.

These guidelines would address problems that might arise in the
course of this Department's implementation of the Act. Some
examples of spedific questions that should be discussed include:

o Could a Federal employee/inventor accept compensation
as a consultant from a firm which is licensing that
employee's invention from the Federal government?

o Could a Federal employee/inventor or co-inventor accept
compensation for giving technical advice to a private
firm on developing an invention that these employees
made under a cooperative agreement with the laboratory?

o Could a Federal employee/inventor invest or become a
stockholder in a firm which is licensing that
employee's invention from the Federal government?

o Could a Federal employee/inventor become an officer in
a firm which is licensing that employee's invention
from the Federal government?

Y'--IU L. ~LnJ I
11''1 ~~rlC b'l"P'" 1'10.1"._ T_ ...... _
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Could a Pederal employee/inventor remain an employee
and become an officer in a firm which, as a result of a
cooperative agreement, has been granted in advance a
patent license for all that employee's inven~ions
arising under the agreement? ..

o Would a rederal employee/inventor who obtains a license
from the~overnment to use his or her own invention
receive 15 percent of the royalties back frOm the
government that he or she paid to the government for
the right to use the invention?

o What restrictions are there on a former employee of a
Federal laboratory negotiating a cooperative R&D
agreement with that Federal laboratory?

•.
o Under what circumstances can an employee of a

laboratory leave the laboratory and become an employee
of a company which has a cooperative agreement with the
laboratory?

2



Date

From

DEPARTMENT OF HEALTH &. HUMAN SERVICES

tIN 24 I9Bl

Assistant Secretary for Health

Public Health Service

Memorandum

Su~e~ Implementation of the Technology Transfer Act

To Heads of PHS Agencies, Center and Institutes
(Delegatees of Technology Transfer ~ct of 1986)

In followup to the first meeting of the PHS Technology
Management Advisory Board, I am providing additional
information and guidance to be followed in implementing the
Act. This memorandum contains:

(I) Additional information on actions that may be taken
under the delegation of OCtober 14, 1987 memorandum and
points to be addressed in cooperative research and
development agreements (Attachment I Part A and B).

(2) Attachment II presents Draft Model Agreements for
cooperative/collaborative research and development
agreements and Draft License Agreements:

o Agreement A--Department of Commerce Model R&D
Agreement:

o Agreement B--PHS Model R&D Agreement:

o Agreement C--Department of Commerce License
Agreement: and

o Agreement D--PHS License Agreement.

These documents provide a basic guidance that
institutes or centers can utilize to shape precise
agreements to accomplish the specific tasks of
collaboration with other organizations or in licensing
of technologies.

(3) Identification of three working groups to support the
work ot the PHS Technology Management Advisory Board.

A. Implementation Group. This group is to assist,
review and facilitate the PHS agencies, centers
and institutes in their develOpment of
implementation plans required by ASH's OCtober 14
delegation. Further, the group is to establish

•________ ~ ~ ~L _~ _
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appropriate guidelines and procedures for carrying
out the Act which includes developing reports,
information and data needs and other operational
procedures pertinent to the Advisory Board. This
group will be chaired by Dr. Ronald Hart, Director
NCTR".

B. Operations Grou7. This group will develop
collaborative R 0, licensing and other instruments
for carrying out the purposes of the Act. It will
provide descriptions of, and access to, tools
available to the institutes and centers. As a
first agenda item, this group will be responsible
for reviewing cooperative research and development
and licensing agreement for use by the institutes
and centers (see Attachment II above). This group
is to be chaired by Dr. Vince Devita, Director,
NCI.

C. Legal Support Group. This group is responsible
for assisting the Implementation and Operations
Group and in providing legal assistance of issues
related to conflict of interest, confidentiality,
patent and license agreements, and other support
material as requested. It is to chaired by Mr.
Robert Lanman, NIH General Counsel.

Full consideration of other cross-cutting issues shall
be folded into the work of each group on a best-fit or
case-by-case basis as they arise. I will leave
selection of the membership of the three working groups
to the Chairperson. Further, I would request that
those of you who have interest in one or more of these
areas contact Chairperson and indicate that interest.

(4) For you information, I am attaching a memo entitled
"preparation of Materials Explaining the Application of
the Employee Standards of Conduct to Activities Under
the Technology Transfer Act of 1986" by Robert Ortner,
Under Secretary for Economic Affair at Department of
Commerce, see Attachment III.

r~ L--...>"-Q..._____
~,~ Windom, M.D •.

•. .... • __ ... ti:I LCUL.l~8L..~II-
Ir 'It:! ." ,..ft_. __ " ......... -



ATTACHMEMT ! PART A

ACTIONS THAT HEADS OF PHS AGENCIES, CENTERS, AND INSTITUTES
MAY TAKE UNDER THE OCTOBER 14, 1987 DELEGATION OF AUTHORITY
UNDER THE FEDERAL TECHNOLOGY TRANSFER ACT

The Head of a PHS Agency, Center or Institute may:

o Negotiate licensing agreements for Government-owned
inventions made within the respective Center, Institute
or PHS Agency, or other inventions of Federal employees
that may be voluntarily assigned to the government.

o Negotiate and enter into, subject to the approval of
the appropriate PHS Agency Head, cooperative research
and development agreements, under which the PHS
components may accept, retain and use funds, personnel,
services, and property and, in exchange, provide
personnel, services and property, but not funds.

Under these agreements, the Institute, Center or Agency
may waive the Federal Government's right of ownership
to any invention made under the agreement by
collaborating party or employee of a collaborating
party, subject to reservation by the Government of a
nonexclusive, irrevocable, paid-up license to practice
the invention, or have the invention practiced
throughout the world by or on behalf of the Government.

In addition, a collaborating party may be granted a
patent license (exclusive or nonexclusive) or
assignment, or option thereto, in any invention made in
whole or in part by a Federal employee under the
agreement, retaining for the Government a nonexclusive,
nontransferable, irrevocable, paid-up license to
practice the invention or have the invention practiced
throughout the world by or on behalf of the Government.

o Identify, evaluate and file patent applications on
inventions made by employees of the respective Agency,
Center or Institute. These activities may be
undertaken through the use of distributed royalties or

- other ' income.

o Subject to approval by the Assistant Secretary for
Health, enter into agreements for the services of other
agencies, persons or organizations for invention
management and licensing services. The purpose of
these services is to facilitate ~irect support ~o carry
out the work of the institute and center in
transferring technology to bring the result of research
to the marketplace and patient.

--_.-. .._, .._.•.. - ._-_ ••_-_ .... - ...... _ ..... _ ••"" I.,...'O'''''~~ .. " 'F"F',2,...r ... ,....,c;a



Page 2

o Use royalty income distributed to the PHS component to
reward scientific, engineering and technical employees
of the laboratory, for payment of expenses incidental
to the administration and licensing of inventions, to
further scientific exchange among the Government
operated laboratories, and for education and training
of employees consistent with the research and
development mission of the Agency, and for other
activities that increase the potential for transfer of
technology.

·0 Heads of the PHS agencies shall receive all royalty or
other income produced under cooperative research and
development and license agreements for distribution to
their respective Centers and Institutes. After paying
the inventor's share, the majority share of royalties
and income shall be returned and utilized by the Center
or Institute where the invention occurred. Any
remaining amount shall be used as directed by the
Agency, either at the Agency or at the Agency's other
Centers and Institutes, in accordance with the
requirements of the Act.

o Institutes and Centers may enter into Cooperative
Research and Development Agreements negotiated by the
Centers and Institutes. Part B of Attachment I
identifies points to be considered in negotiating and
finalizing such agreements. It should be noted that
the PHS Agency Head has thirty (30) days to review and
disapprove in writing to the Institute or Center
Director •

•T __ ".~ ... "' ....01 ,.. __ ~ ... __ .... __ ~_.L.. __ ~ .l....: _
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ATTACHMENT I PART B

Topics to be Addressed in Cooperative Research and
Development Agreements

A Cooperative Research and Development Agreement should
contain provisions addressing the following subjects:

1. The effective date.

2. Principal investigator(s) for the Government and for
the collaborating party.

3. Funds, personnel, services and property to be provided
by the collaborating party.

4. Personnel, services and property to be provided by the
Government.

5. Retention and ownership of property in the event of
termination.

6. Delineation of the research encompassed by the
agreement.

7. Procedures for interaction between the collaborating
parties.

8. Provisions protecting the Government's right to publish
research results while giving the collaborating party
an opportunity to protect its proprietary information.

9. Provisions for the protection of proprietary
information, including appropriate references to the
Freedom of Information Act. Such provisions should
reference 35 U.S.C. which authorizes federal agencies
to withhold from disclosure ~o the pUblic information
disclosing any invention in which the Federal
Government owns or may own a right, title or interest
(inclUding a nonexclusive license) for a reasonable
time in order for a patent application to be filed.

10. Patent rights clauses, which may include the granting
to the collaborating party of an exclusive or
nonexclusive license to inventions made in whole or
impart by a Federal employee and a waiver of any
Government rights to an inventioD made in whole or
impart by a collaborating party or an employee of a
collaborating party. Both of the foregoing are subject

•
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to retention by the government of a nonexclusive,
nontransferable, irrevocable, paid-up license to
practice-the invention or have the invention practiced
throughout the world by or on behalf of the government.

11. A disputes resolution clause, providing that disputes
which cannot be resolved by the parties are to be
resolved by the Head of the Agency.

~2. A clause addressing identification. The Government
cannot agree to identify the collaborating party for
damages, nor may the Government agree to pay attorney's
fees or waive any of its rights in litigation that
might arise regarding the agreement but may permit a
collaborating party to assume responsibility to pursue
of patents licensed by government.

13. The term of the agreement.

14. Procedures for termination of the agreement and a
statement of what rights survive termination.

15. A statement as to what law governs the validity and
effect of the agreement. Federal law must control, but
in the absence of any conflicting Federal law, State
law may control •

•
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Coll.bor.tiv. l ••••rch !lr••m.nt

This Aireement ••ff.ctiv. • 1986. 1••7 and between-----------__________________ and th.

(h.r.in.ft.r r.ferred to al • N.tion.l Insti-

tutes of Health (NIH). a component aleney of t~e Dep.rtment of He.lth and

Human Services (DHRS) •
•

1. During the tenD of thb Aguement. vill provide

throu&h th•

••l.ry .nd .alary dep.ndent ch.rles for a pOltdoctor.1 rese.rch worker

(the postdoctoral relearch fellow). vho viii vork on

the project for as a Guest Worker at NIH. ailcell.neous------
supplies and .xpense items in the amount of $ for the first-----
y••r and for the .econd y.ar eommencin& October 1. 1987. $------

2. The Principal Inve.tia.tor for the .tudy 1. Dr. _

The Principal lav••tia.tor 1. r••pon.ible for perfonDiaa the vork

d.scribed la tb. r ••••rch protocol attach.d at Tab A. In the event the

Principal lave.tiaator b.co••• un.bl. to compl.te the protocol for aay

r •••oa. ad . aay ntually aaree to a

aub.titut. Principal lave.tiaator. la vhich .vent thii Alreem.nt .h.ll.
continu. 1a full force and effect. If and

cannot aaree oa • aub.titute. tbi. Alr••••at .hall t.mediate17 tenDin.te.

1
••
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Collaborative l.learch Agre•••nt

this Air.ement, .ff.ctive~ ., 1986, 11 ., aDd ••tween

__~ and the

(h.reinaft.r r.ferr.d to al , N.tion.l Insti-

tutes of H.alth (NIH), • compon.nt as.ncy of t~. Department of H.alth and

Human Service. (DHRS).

1. Durins the term of this Asree••nt, viII provide

throush the

.alary and aalary d.p.ndent chara.s for a pOltdoctoral r••••rch worker

(th. poatdoctoral research f.llow), vho viII vork on

the project for as a Gu.st Work.r at NIH, aiscellan.ous

supplies and .xp.nse it••• 1n the ..ount of $ for the first

year and for the lecond y.ar commencins Octob.r I, 1987, $ _

2. The Principal Inv.stisator for the Itudy 1. Dr. _

The Principal Inv.stiSltor 11 r••ponlibl. for p.rform1ns tb. vork

d.scrib.d In the r ••earch protocol attach.d at Tab A. In the .v.nt the

Principal IDv••ti,ator b.eoa•• un.bl. to coapl.t. the protocol for any

rea.on, aDd . ..y autually asl'•• to a

aubstitute PriDclpal Inv••tisator, iD which .v.nt this AlI'....nt Ihall

continu. In full fore. and eff.ct. If and

cannot air•• OD a lub.titut., thil Alr••••nt Ihall t..Id1.t.ly t.rain.t••

1



3. The pOltdoctor.1 r••••rch fellow .nd Dot .ore than

one other employee .t .ny one ti_. aay work .s

Guest Workers with the Princ1pal Investilator and cay h.v. a r •••onable

u.e of res.arch fac11it1e•• 1ncludinl l.boratory .pace and .quipment, at

no char,e, .s SAy from time to time be aar.ed by the Principal Investi-

I.tor and the .ppropriate SAnaaer.

4. The collaborative research shall be conducted in .ccordance with the

.ttached research protocol .ntitl.d " .--------------------
"

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

s. The Principal Inve.tigator .nd the po.tdoctoral research fellow will

visit corpor.te bioscience Jroup one••ach y.ar.

vill pay for the .ccommodations, .ubsistence, .nd----------------
travel for the postdoctoral research fellow .nd the Principal Investi-

aator, to the ext~~t permitted by rederal lelulations .t 4S CFR

73.735-507 (b).

6. lelular monitorinl of the research proj.ct viII be conduct.d by biannual

prolress report. pr.par.d jointly by the Princ1p.1 Inve.tilator and the

po.tdoctor.l r ••••rch f.llow. and by bi.nnual ..etina' betveen .t.ff

from and tbo.e dir.ctly 1Dvolv.d in tb. r ••••rch

proj.ct.

7. Conf1d.nti.I1ty of Inform.t10n

.b.ll tr••t all d.t. and 1nforaat10n r.latina to tb. collabor.tiv.

r ••••rcb proar...ith.r: (a) .ubm1tt.d in VTit1na by _

2
••



to all5 lui tably indicated or .arlLed a. confidenUal. a. trade

.ecret. or commercial or financial information within the .~eept1on

to the dl.clc:.\'.re .andate of the Freedca of InfoI1DaH"n Aet (51J.S.C.

552(b)(4». unlel. otherwile determ1ned by NIH or DHHS POtA officials

or a court of competent juriadietion. further agreea t~ ,.t luch

data and information .ay be disseminated within

the extent neee..ary to permit perfomance of

• but only to

obligations

and informat1o~ (a) say be 1n the public domain at the tiae of di.-

under this Aireament. The obligat10ns and re.trictlons provided

in th1s paragraph ahall not apply to whatever portion of lueh data
·,··•··•·· cl05ure to

derived by

by or at the tlme it il

and/or in the course of the

.

"

research prosr_. or after luch diaclOlure or derivat10n. 1. sade

part of the public domain by or a third party

not aHUiated with or employed by N1AID who 18 legally In pones-

110n of this data or Informatlon and 11 under no obllsation to

___________ or to to .a1ntaln luch infomatlon

confldentlal; (b) il lawfully .ade aval1able to by a third

party who 11 not affl11ated vi tll or .ployed by _

and Is under no obl11atlon to to .alntaln the

lame confldentlality; or (c) vaa a1ready known to NlAtD at the

tlme of the dlaclo.ure to by --------,.

.----- - -- . •



8. __________ -areel to cooperate vi th NlAID in facll1tatll11

and creating useful publicationl In the area of research related to

the development of pertussis vacclnes. ao lo~ al auch publicatlona

do not result In thi dilclosure of trade a.crets or commercial or

financial information treated aa priviledsed or confldential ~y

under paragraph 7. In order to protect -------------
con! identlal information. asrees to Ihe _

.
at least 30 daYI to review any propoled artlcle resultin& from the

collaborative research and will not submit any auch article

for publication prior to obtaining --- approval.

That approval eay be vi thheld only If _

reasonably determinel that the artlcle contalnl confidential infor-

.atlon as defined In paragraph 7. of thl1 Agreement.

9. In accordance with Executive Order 10096. the Department of Health

and Human Services (DHHS). the JIll rent qency of ahall have

tltle to any inventlon developed under thia Agreement ~y

employees or by Gueat leaearchen or Guelt Workers. In the event

a patent application ia flIed on aueh inventlonl by the DRBS. the

DHHSand the . agree to Irant to a"

. jfrevocable. nonexclusive. royalty-bearina licen.e to aake. u.e.

and ael1 the invention for a period of the (5) ,eau frca the date

of flrat ca.-ercial a.le. or .ilht (8) ,ear. fre. the date of thia

license. vb lchev. r DeeD'" flrat. i D accordance vi tll the tema and.
conditioDl contained in the DBHS Standard Excluaive Lic.a.e

4



Aareement. Ca copy of Mhlch 1. attached hereto and ..de a part of thi_

aluement attached at rab .) provided that _

cClDpl1es with the requiumenta of 37 en rart 404 (e_pecia11y 'I 404.5

and 404.8).

tie. In the event the and the DHHS determine that no imentlons have

arllen from the rel.aTch or that no patent appllcatlonl will be filed.

• Ihall be free to ute all Information and ..te-

rlall Including blolo,lc.l .aterl.ll. lener.ted or developed during

the courle of the rese.rch. ao loqs a. this does not Interfere with

the u.e of .uch information .nd ..terlal••

11. In the event of any dllpute between and .rll1ns

out thil Alreement. Whieh dilpute c.nnot be .ettled by consultation

and d1scuuion between the partie,••ald cl1.pute .hall be referred

to the DHHS Asslst.nt Secretary for Health for relolutlon.

12. The tertii of thh Aareement .hall be two (2) yean frOID the ciate of

execution of the Alreement unle•• extended by written alreement of

the parties. Thi. Alre_ent ••y 1»e teminated by either party upon

30 clay. prior written Dotiee .nd tbere.fter tbe p.rtiel h.ve DO

further obU•• tlon to .upply ••terial. or conduct relearch. All

other riaht. and obli••tion•••t forth herein whieh ve.t prior to

the teminaUoD••hall .urvlve any teraln.UoD of the Alre.ent.

13. 10 lDe1eanifleatioD for d...... 1. lDteDeled or provided uDder thi.

Alre.eDt. E.eh party .hall .. l1able for allY d••ae. lt lBeUr.

a. a r ••ult of ita aeti.ltle. UDder thi. Aar...ent.

5



14. Thil Alre.ent, illcludl~ any que.UOM concerlll~ ita .aUdltJ or

effect, or performance hereunder, or itl operation, interpretatioll

of construction, Ihall be loverned and c1etel1llined in aecordallce

with Federal law.

Date:

• 6
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LIt£IS£ AGIt£'EM[Ilfr D.
DEPARMIIT or HEALTM AND HUMAN SERVICES

Tilts Agr• .-nt. _d. Ind .ntlred tnto tltts ., of ----,
"_. 'y Ind beM,n tit, Untt.1eI Stat.s of hertca. IS reprts,nttd b1 ""

Asstatlnt 5ecr,U~ for H.lltll of til. DeplrWnt of Hellth and H....n 5ervtCts.

Mr,tnlft.r ref,rr.d to IS iM DEPARTI£NT. llid -----------
•

her.t n.fter referr.d to IS the LICUS££.

Wl'Tlt£SS£TM: Thlt "".rtlS the Dep.rt.nt ts th. owner of the .ntire right.

tttl•••nd tnt.r.st tn .nd to Untted States 'atent Nu~r--------
tssued ,. Ind .ntttl.d _

Ind

WHEREAS. th. Regul.ttons of the DtparWnt cov.rtng ltc.nses to pr.ctice

inv.nttons cov.red by pat.nts Ind pending patent appltclttons owned b1 the

Untted StattS Gover...nt. IS repr.sented b1 til, DeplrWnt. provide tn 45

c.r.R.• Stctton 6.3 ttllt ~.rt tt appelrs ttlat ttl. publtc tnt.r.st wil' be

serv.d. the Asststant S'CrtU~ for H.Ilth .., hsue ltcenslS provtding for

't.tted .xclustyt~ Ind the p~..nt of royalti.s to the Dtpar~nt; and

WHEREAS. the Ltc.ns•• ts desirous of obtlint~ an Ixclusive lic.ns. under

said p.tent for the ..nufacturt. us•• and sll' of the tnv.ntions d.pict.d

ttl.r.in throughout ttl. United Stat.s. tts terrftort.s. poss.ssions Ind

dependenctes. Ind the hsuanc. of sud\ a Uc.ns. hIS bt.n det, ...tn.d to be tn

the public tnt.rest. in or.r to ~rt adequately .nd qutckly dev,'op the

Ifor.satd invention of the pat.nt. for ttl. widest use .y ttl. gentr.' publtc; .nd

WtRW. th. Ucenst, "IS tender.d t.h. rtqutred au. of talo "undred .nd

fff~ donlrs ($250.00) to the Gov,r,.nt to parth11y rttllburs. the Govtrrilent
o •

for Id.tntstrltfve costs tncurred in ttl. hsUlftC. of ttlts Uc.nse and ttl.

furt",r processf ... required ........ tts te..;

_lIEU. the A..hUnt Secreta" for H'lltil "II r,vtewtd the request for

tilts Uc.ns. IU.ttted ., tIae LtC.nsH .nd hiS detl..tntd thlt utlftShl

dev"op."t Ind tllttng rlClutrtn. IUbstl"th1 fnvllwent of ",hate rts" clpttal

fft the f",.ntto" cov.red ., the above pate"t fa Nt,.d to ,rtng thh tlf.nttOIl

to the "fit of ,..aettca1 ..,,,catt.... lINt ""t tM "llltt.. of ",ts UC.IlI, h.
conshtent wfth SecttOll I.J .f tIae Deplrt.nt ,.tent .....u1lttOlll•

.__."0" . _-=_.;.=~--__... ...-.- .._---_....._. - .~
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a. THEREFORE. tn consideration of the foregoing ,....1Ies and in

consideration of the public interest. and for other good and yaluable

considerations. the partfes hereto ag,," .s fo11l*5:

1. D£FJMJTIONS

Patent Rights - ·Patent Rights· .,ans sa1d Un1ted States Patent
-

.&llbel' and 1ft,)' reissue of such patent. and the

invention described therein.

Japrovfments - -Japrovements· ..ans btttenaent of the processes.

fntenlltdtates, or the products which are defined bl the claim of the above·

cited United Stites patent developed bl the Depart.ent or Plr~ obligated

to Issign such developments to the DepartMent.

Product - ·Product· ..ans aft,)' devitt, ..tedal. or subtance

which is within the scope of 'atent Rights. or which is synthesiZed bl I

process within the scope of 'atent Rights or emplOling an int.nDtd1ate w1thfn

the scope of Patent Rfghts.

2. LICENSE

The Department h.rebl grants and lic.nsee h.reby Iccepts an

.xclusive and revocable lic.nse und.r the Patent Rights to ..It•• have ..de.

use, and vend Produ.cts. and to use processes ca.ing within the scope of the

Patent Rights in the United States of America. its territories, dependenci.s

and possessions. subject to the conditions and 1i.itations hereinafter set

forth -until ,eal'S aft.r thi first COImercia1 sale

of Product by ltcensll, or , ..rs frCllll the date of this

licens., whichev.r occurs first. provid.d that lic.ns.. shall us. all

rellonable .ffort to .ffect introduction 1nto the co-ercfal ..rket as soon

as practicabl•• consist.nt with sound and r.asonabl. busin.ss practic.s and

Jud~nt. Af\1 ut.nsion of the ..x1_ period of exc1ushi~ shall be subJ.ct

to the Ipproval of the Dtpart.ent. A,.., requ.st for such In e.tension shill

be considered on its .rtts upon wrttten requ.st Ind justiftcatton. it being

understood tNt uPO" exptrlt10n of the period of pcl.h1t,r or I..,
utens10n thereof. the LtC'M" thereafter 'for the ....,"'ng 11f. of the

pate"t Shill My•• no.xclus1.. l1CM11. ,... Licensee ....11 My! the

,.."n. of Ira"tf,.. subliclftSts with respect tD In htillt Ifthts. or

.ss1lntng such rights. lubJect to .n the condttiOftS .f u.ta AF.-nt ••fter

- • ---------_._--- -. __ , ..
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furnishing the Depart-.nt with. COP1 of the proposed sublicense or

Issfg,..nt thirt.,y (30) da,ys prior to its execution and receiving no

reasonable objection thereto. Such sublicense or assilnlent Ihlll not be

revoked by the Dep."t3nfnt except under the te,.. of 'aragraph 11 hereof.

~ RESERVATION OF RIGHTS

The Hcense granted in 'aragraph 2 above is subject to the

reservation by the Depertllent of In irrevocabl•• nonexclush•• nontransf.rable.

royalty-free Hcense for the practice of luch i••ntion throughout the

world by or on behalf of the United Stites or Iny for.ign governnent

pursuant to any .xisUng or future treat.,y.

4. OPTION ON IMPROVEMENTS

The Depart-ent will disclose each I.provement to licensee pursuant

to Paragraph 8 hereof. The Uctnsee ..y elect. by wiU.n notic. to the

Department within three (3) -enths aft.r being notified Of an l.provement.

to fil. a United Stites patent application and have said l.provement 1ncluded

IS I part of Pat.nt Rights under this Agreement It no incr.ase in royalty.

If Licensee does not elect to hlv, 1ft IlIIProvllllent included IS I p."t of

'at.nt Rights. lic.ns.e Ind the Department shall h1v. no further obligations

hereunder. Hch to the oth.r. with respect to said IllProvlllltnt.

5. GOVERNMENT FUNCTIONS - PERFORMANCE

I. The Lic.ns.e Igrees thlt d.velopment Ind testing of the inv.ntion

disclosed in the Iforesaid pat.nt or Ippliclt10n Ind ..rket1ng of all

products und.r th1s license will be 1n accordance ~th III 11.. Ind regulations

Ipplicabl. thereto. This licens. shall not be construed IS restricting a~

of the rights or powers of the United Stites to .xercise 1ts no,...l govermentll

functions in the control of the ..nufactur•• 111•• distribution. or conSUMPtion

of a", product within the ICOp. of this license under III pertinent Federll

hws or ngulltions which Ill,)' now or her.after be in foree.

b. In the tVlnt of the ••ploitltion of the Pltent Rights outside

the Un1ted States. Licensee Ihll1 ca-ply w1th all appliclbl. 11.. and

rttulations of the United Stites, including particularly the uport control

regulltions. foreiln ISStU control .....,ltions and trlnsaction control

rttulations. The lictftSt ,rlntld herei. Ihlll not be construld IS ulIIPting

LiC'MH f.-. I", of luch llWS or ",,'IUOM of the Unftad Stites •

.).

•
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I. 'AT[NT FILING. PROSECUTION AND MAINTENANCE

The lic.nsee shall bear the .xpense of III prosecution of 'I~

United Stites "tent Ipplications 011 IllProv_nts which Licensee has .1.ct.d

to inelud. IS "rt of Patelll Itilhts.

Lic.ns.. shall IIOt lbandon I~ "tent Ipplicltion on an Improvement.

without first offering to trlnsfer prosecution of such Ipplication to

the D'Plrtllent IIOt less thin forty-fhe (45) dllS prior to the dlt. I repl,

to a 'Itent Office action 11 due. If the Goverrwnent dots not requ.st I

power of Ittorney to continue prosecution within thirty (30) dlYS of

receipt of this offer. the Ltcensee '" PtMlit the Ipplication to 90 Iblndoned.

The licensee shall. upon request. Irant a power of attorney authoriZing

the D'Plrwnt to inspect Ind NIte copies of Iny docwnents in the Patent

Office pertaining to the prosecution of Uni~ States patent applieat10ns

on 1"1 IllproYiments.

7. DISCLOSURE

The Department shill. upon execution of this Agreement. disclose

to License. all tnfo~tion. know-how Ind dati r.'ating to Patent Rights.

Products. Iltthods for Nnufacturing Products and fonnulltions containing

Products in its poss.ssion or under tts control. and the Department shin

from ti.. to ti.. disclose to Licensee such Idditional 1nfonnation. know-

how Ind data IS it shill lequire or control. In to the extent the Oeparwnt

....', "'n the ri,ht to dbclos. such 1nforwat1on. know-how and dlta for

use by licensee hereunder wtt~t restriction or obligation other thin as

set forth in this Agree-nt. The Depart-.nt shall hive the right to publish

Ind ..ke disclosure of I'" infonution r.lIting to Iny subject IIItter or

tnvention pertltning to the 'Itent lights or IlIProv..nts. whenever dttllltd

to be tn tht pubUc tnterest. provided cOIIPHance with Article 4 lbove

Of this Agr.....t has Men effected.

10 .[POIlS

Ltclftsee lhall provide written Innual reports to th_e DtPlrtlltnt

CCllllleftCi", _ ,.Ir f,.. the date of this Agr..-nt "tiNt", the c;,v.'ojlllllnt

.nd c..."et" UN tIIIt is be'nt _lind ts tntended tit be .d. of the

tllY'"UOII. tlCludt", the ......t of -nt1 upendtcl til sucll dlYl'opllltnt .nd

such other .n-proprtltl'7 dati Ind tnfonuUon .. the Dtpartlllnt .,

B __ ~ . • _ .. _ _ _ .. L _ ~- ..- -- -- - - - - ..
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lpecif,. 110 further .nnull reporU "ill be requirtd .ft.r not1fication of

the fint cOllIIl.rctal sal. of .'" product .-bod,ing the tnvention unl.ss

otherwise ...quested ., the hpart.nt.

t. 'ArENT MRKI'"

Lic.nsee .grees that it "ill take .11 sonabl. steps to ,ssure

that .11 packl,.s or containers in which 'roducts sold ., tt pursuant

to the Hcense here1n ,ranted win bear .n .ppropriate legat notice with

r.spect to the pat.nt included 1n 'at.nt Rights. under which pat.nt the

,,.oduct is sold. The DePlrtlltnt will fMllll t1. to tiN supply L1censee

the nec.ssar, infOr"lllltion to be contained tn such notic.s.

10. DEPARTMENT REPRESENTATION OR WARRANTY

a. Warranty - The Department does not .arrant that this Product

is capable of commercial exploitation. or that the pr.ctice by the Licensee

of the invention ltcenses hereunder will be free from a", infringement

or charges of infr1ng....t of .'" patent or pat.nts. The Departlltnt

ISSumes no li.b11itl whatsoever that ..y r.sult from the ex.rcise of the

lic.nse. The Depar~nt. in granting th1s l1c.ns•• does not repres.nt or

..rrant the v.lidity of any patent. nor does the Department undertake to

prosecute or d.fend .ny suit brought by or .gainst the L1c.nsee. or indemnify.
1t for the infringement or ,nforctment of Iny patent. nor do the parties

her.to .-tve .ny ri,hU they .y have under the .nti·trust '.ws.
b. Non-Use of JCIlIItS - This ltcense shill not be construed or in

Iny way be r.pr.s.nted IS constituting the .ndorsement by the Government

of Iny product _nuflCturtd by the LtcenSH within the scope of this license.

or of the ther.peutic uttlttl or s.f.ty of Iny such product.

Ltc",s.. lhall not ult the ..... of the &Ov.,.,..nt. nor Iny

adaptation of the MIlt of the &O.........t. tft 1"1 adv.rtising. proIIlOtional

or lilts littr~tur. without prior written cons.nt obtained f,. the

Co.er_nt (IS r.pre"ftttd ., the Assistant Secreta", for Hetlth. hpartlltnt

11. R[VOCATION OF neLlISI¥[ LlCrm.

I. 1M Depar.....t res."" 1M rtlht to rewot. 1M vclusht

1ic.ns, Ir.nttd und.r 'Ir••r.", I of this Atr...nt Irtd!or Ir.nt 1fcens"

to In Ipplicant Oft I noneulusiv. bests. "'.'tor·f.... or III tetws that I"
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....softlble under the cirCUlllStanc.s tf (1) the Ltc.ns.. or tn sublicensees

f,n to caaply .ith If\)' of the provisions of this Agr...nt. (2) the

DtPlrtlle!'t d.te,..ines th.t the public ....lth. saf.tI or _1fare l"Iqui...s

suetl acttoft. Dr (3) within three 1Mn after the tss.. date .f this

H~nse .gr....nt. t ... Ltc.nsee or tts sublicensHs bave not onl, f.ned

to bring the invention to the point .f practic.' applicati.n. llut ba~e abo

faned to .ke the invention lV.nabl. for lic.nsing roy.,t.Y-f.... 01' on

tina that are reasonable in the circllllSunces.

LicensH shill be giv.n written notice of 1'\1 proposed detenninltion

pursUint to the provisions of this par.gr.ph not less than thil't1 (30)

d.ys prior to the effectin date of such detenniftltion .nd. if it ...quests.

shill be granted. hearing before .ny such detennination is put into effect.

In the tvent the written notice proposes to r.voke the exclusive

license on the ground th.t thl LicensH or tts sublic.nsees hIVe f.tled

to comply with .ny of the provisions of this Agreement (pursu.nt to

cl.use (1) of this subp.r.gr.ph). such notic. shall not be .ffective unless.

within. period of ninety (90) days (or such longlr period as the officer

executing this Agreement on beh.lf of the Deplrtfttnt. or his successor...,

luthorize in writing) from tts receipt. the LicensH or its subliClns"s

shill hive f.tled to cur. the ass.rted noncOlllPli.nc••

b. If the .xclusive ltcinse is revoked pursu.nt to the provisions

of subparlgrlPh ·a(2)· .r ·a(3)· above. the Licensee sh.ll h.vl a nonexclusive

lic.nse under the ,.tent Rights until .xpir.tion ther.of. Anonexclusive

license obtained pursu.nt to the t.f'IIS .f this subparagr.ph shall be

revocable if the LtC''''H. thrH 1ean afttr a pUent bsues on the inv.ntion.

has fatled to brtng the tnvention to the point 0' pr.ctic.' applic.tion.

12. OTHER LIC[NS£ts

In the evlnt that this ltC'M. bee..s nonexclusiv•• the Dtpar_nt

••rtlS IMt wi" ,,_peet to ltCeMlS \0 .thers. if the DtpartNnt should

"ring tM period of tilts LtCeM' ......t ",aftt • Hc.nse _to af\)' person.

ft,.. or corpor.tion undlr ~re f.vorabl. ter-I. except as to the ro1.'\1 paid.

than those ......by ,ranted to Ucensll. the Dtpartlllnt wtll pl"Clllpt11

_tU, Ucensll and advis. UC""" conc....t ... the differlftClS. til tefW

"tWltn such ~,.. f ......bl. Uceu. Ind this Ucens..........t. LtCensll

•
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lhall. at Licensee's election. be enUtled to the benefit of such IIOr!

f.vorable ter"lls II of the cs.te upon which such IIOre flYor.ble license

shill becoae effectiv••

13. TERMINATION or AGREEMENT

Licenue shill have the right to terllin.te this Agre.ent .t .ny

ti. by giving six (6) .-onths prior written notice to the Departlltnt to

thlt eff.ct. F"..nd .fter the effective d.te of .ny ur"IIiftltion of this

Agre.tnt. neither the licensee nor the Depertment shill hive further rights.

powers. privileges. licenses. obligetions or li.bilities under .ny of the

provisions of this Agreement.

lC~ DISPUTES

All disputes concerning the interpretation or .pplic.tion of this

License Agreement which .re not disposed of by ~tu.' .greement sh.ll be

decided by the officer executing this license on behalf of the Government.

or his successor. who shill reduce his decision to writing .nd ..il or

other-.-ise furnish a copy thereof to the licensee. His decision shall be

final .nd conclusive. except on questions of '.w. unless within thirty (30)

d.ys from the d.te of receipt of such copy the Licensee ..ils or other-.-ise

furnishes.to him • written .ppe., .ddressed to the Secret.ry. Depertment of

Health and Ruaan Serw1ce•• The decision of the Secretary. or his duly

.uthorized representltive for the deterllinltion of such appeals. shill be

final and conclusive. except on questions of '.w. unless deter"llined by • court

of cOlllPeten.t jurisdiction to have betn fr.udul.nt. or capricious. or

arbitr.ry. or so grossly .rroneous IS MCess.rily to iaply bid faith. or

not supported by substlnti., ev1d.nc.. In connection with appe.ls under

this el.us•• the Lic.nsee shall be .fforded an opportunit,y to be he.rd and

to offer evidenct in support of its Ippeal.

15. IOTICES

AnI r.port or ROtice to be Ihen "'r.und.r sha11 be sent to tht

fonowing r.sPlctiv. acldress..s:

For the Depln.nt:

Assbtlnt Secretl.., for ....,th
....rmnt .f 1.1111 ... au-. SenSe_
IIIsMlllton. D. e. ZDZOl

•
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For the Lic.nsee:

16. COVENANT AGAINST CONTINGENT FEES

TM ltc.nSH _rrlnts that no person or ••11ing Ig'ftC1 hu bltn

.-pl01.d or retlined to solicit or secure this license upon In Igreement

or undefstanding for I cOIlIIlinion. percentage. brokerlge. or contingent

fee ••xcepting bona fide ..pl01NS or bona fide established cOllllltrc1l1

or selling Igencies ..intlined by the licensee for the purpose of securing

business. For br'lch or v101lt10n of this Wlrrlnt. the Deplrtment shill

hive the right to Innul this lfcense without 11Ibi1i~.

17. OfFICIAl MOT TO I£NEFIT

No -.mbtr of or del.glte to Congr.ss. or resident c0lllll1ssioner.

shall be admitted to any share or part of this licenSf or to 1"1 ben.fit

that l1li1 arise thtreff'Olll. but this provision shill not be considered to

.xtend to this Hc.nse if grlnted to I corporltion for its genefll benefit,

18. COMPLETE AGREEMENT .
This Agf.llllent seU forth the entire understanding between the

part}.s IS to the subJ.ct ..tter. Ind the provisions Clnnot be IlOdified

or chlnged without the written cons.nt of both parti.s.

IN WJTNESS WH£lEOF. the parti.s hereto havt .xecuted this tnstrUllltnt in

tr1pl1clte b1 proper persons thereunto eM1 authorized of the da1'Ind ,.Ir

tltreiftAbove written.

UNJTED STATES ~ MERICA

": Dati:--------
Title: Assistant Stcretlr1 for Hellth.

DepartMDl .f .ealth ... BuaaD Sensce.

1)0: Dlte:-------Tnt ...: _

Titl.: _

...
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