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HR. CHAIRJ·I.\j,N AND )·12·:BERS OF THE SUBCm·l!·IlTTEE.-~ ,

,.~. . 'It

-,

HY NftJ·IE IS NORJ·I..\N LATKER. I' AN PATENT ,COU~SEL FOR THE

. DEPARTMENT OF HEALTH. EDUCATION. AND \\'ELFARE. l-IY OFFICE

IS J.sSIG~ED. TO THE BUSIXESS A}:D AD:>lINISTK<\TIVE LA1\' 'DIVISION
. .

OF THE OFFICE OF GENER.\L COU:~SEL. WHICH HAS THE INITIAL

RESPONSIBILITY FOR NA..'iAGING THE INVENTIVE RESULTS OF THE

DEPARTMEKT I S RESEl,RCH A..'\D DEVELOP)·lENT· BUDGET•.

. J .

1 -. I VERY !·f"tlCH APPRECIATE YOUR I:\,VITATION TO SPEAK TO THE

OPERAT] ON 'OF GOVER1")·lE~T PATE:-<T POLl CY. AS I BELl EVE 1.1 TO

BE A FU;-;D.~..:·rr:NTAL CONCEP~'\ TO THE' LARGER I SSUE~ OF:

.l' ·J·lAINTAINING A FAVORABLE BALANCE OF PAY).lE:-Jt'A.'m

TRADE FOR OUR RESEARCH INTEKSIVE INDUSTRIES.

ENHANCING TECE~OLOGY TRANSFER, AND

1

QUESTIONS OF H:DUSTRIAL CONCENTRATION k"lD CONSu:.:ER

PRICES. ,-.

IN J·IOST PART I HOPE TO uTI LI ZE TIlESE 1·lm·IENTS AS BEST I CAN TO •

SUGGEST THE I~·IPORTA.~CE OF PATENT PRO,[ECTIO~ IN BRINGING

-
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,TECll:,'OLOGY ARISING FRO:,l GOVER:,:·lENT SPOl\SORED RESEARCH AT

m'I\'Ep.SITIES AND NOl\-PROFIT ORGANIZATIONS TO FRUITIOlX. THIS

IS AN AREA OF VITA"L INTEREST TO HEll', SINCE THE DEPARHlENT IS

THE' LARGEST SI~GLE SOURCE OF FU:mING FOR SUCH RESEARCH I"

T~E UNIT~D STATES, ~~D THE SUBSTANTIAL PORTION OF ITS RESEARCH

BUDGET IS DEVOTED TO THIS CATEGORY OF RESEARCH.

THE NOST OB\'IOUS PROBLE!-1 AFFECTING ULTH1ATE UTILIZATION

OF INNOVATIO~S RESULTING FROM DHEW FUNDED RESEARCH AT UNI--
. .

VERSITIES A.~D OTHER NON-PROFIT ORGANIZATIONS IS THE FACT

THAT THESE ORGANIZATIO!\S DO NOT P~GAGE IN THE DI Rl=CT DEVELOPME?,T
!
. - A."iD NANUFACTURE OF CON:·1ERCIAL E:-lBODH1ENTS, A."<D IT IS INDl)STRY

l'.'HICH !-lUST BRI~G SUCH 1!,NOVATIQN TO THE MARKETPLACE.
i
I -
,
i

LABOR~TORIES TO INDUSTRIAL DEYELOPERS IS A DECISION ON THE

PART OF THE DEVELOPER THAl THE INTE~LECTUAL PROPER-TY RIGHTS IN

THEIKNOVATElN BEING OFFE~ED FOR DEVELOP;·:ENT ARE SUFFICIENT. ~

TO PROTECT ITS RISK INVESHIENT. OF COURSE, NOT ALL TRANSFERS

OF POTENTIALLY }~RKETABLE I~NOVATIONS FROM SUCH LABORATORIES
•

REQUIRE AS EXCHAJ-.:GE OF INTELLECTUAL PROPERTY RIGHTS IN THE
. .

INNOVATION, BUT IT IS UNPREDICTABLE -IN KinCH TRA~SFERS THE
, .

'I
;,
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EhjREPHENEUR .... 1LL DE1,IA~D AN EXCHA:~GE TO GUAF.A};TEE lTS

COLLABORATIVE AID~ NOTr;IT!lSTA~DmG. \'iHERE SUBSTAI'TlAL RISK

INVESTf.1EI'T IS INVOLVED. SUCH AS REQUI RED IN DEVELOP I NG CLIN} CAL
, .

,
,

DATA FOR PRE-~~RKET CLEARANCE OF POTENTIAL THERAPEUTIC AGENTS

AND ]·lEDICAL DEVICES. InilCH IS RAF.ELY UNDERTAKEN IN ITS ENTIRETY. . .

AT GOVERK:.IE1'<T EXPENSE. THERE IS AN IDENTIFIED LIKELII;lOOD THAT·

T~~SFER WILL NOT OCCUR IF THE EhJREPREKEUR IS .NOT AFFORDED

SOME PROPERTY PROTECTION IN THE IKNOVATION OFFERED FOR
\

DEVELOP1·IENT. THl S POINT l':AS 1·I.t,DE WI TH sm·lE FORCE TO DHEl'i AFTER

A 1968 GAO II\'YESTIGATIO~ A>lD REPORT ON "PROBLEM AREAS
.

AFFECTING USEFULl'>ESS OF RESULTS OF GOVERX:·IENT-SPo~SORED RESEARCH
. 11'

IN .HEDIcmAL CHHII STRY. "-. THIS LIKELIHOOD SEE1,~S EVEN 'MORE

PREDICTABLE \',1IEN CONSIDERING'THE EXTRAoRDIKARY ESCALATION IN

·THE ESTI~·~UED AVERAGE COST OF SUCCESSFULLY, DEVELOPI~G A 1\E\\'. .

DRUG FRO:'! $534.000 IN 1962 TO 1l.S MILLION DOLLARS IN 1973

OR 24.4 }.lILLioN DOLLARS KHEN INCLUDING THE COST OF RES'EARCH ox
2/

PROJECTS l\~ICH DID NOT RESULT. IN ~~RKETED DRUGS~- ECONO~lST

: DAVID SCHKART21·1AN, \mOrDEVELOFED THESE STATISTICS,'A:-<D ~THERS

lmOHAVE REVIEWED THEN FURTHER AGREE THAT RETURN ON SUCH R&D
.) , ~

v. PROELHl AREAS AFFECTI~G liSEFUL~ESS OF RESULTS OF GOVER~!·~EXT

SPO:-':SORED RES'SARCH 11\ ).;cDlClxAL CHE1-lISTRY. AUGUST 12,1968.
GAO REPORT B-164031(2).

SClIEREF.• "THE LICENSING
P. 59. u. s. E~ERGY RESEARCH AND DEVELOP1·1ENT AD}·II
PUBLIC1·lEETING 1/12/]7 AND scm:ARTZ:,IAN. "INl-:OVATION
PHAm,L,\CEUrI CAL INDUSTRY. "P. 66. 70 ana 71.

,



ENTRANTS INTO THE ~·lARKET AFTER PATENT EXPIRATION ARE A SI·~-\LL

,. .
FRACTION OF THE ORIGINAL DEVELOPER'S COSTS, SINCE THE SECOND

ENTRANT I,EED NOT UXDERTAKE THE SAl·IE R&D RISK, IT I.S

.
'INI'ESHIE.I,T HAS FALLEN SIlARPLY SI:\CE 1960 TO AS LOll' AS POSSIBLY

3/
3.3 PERCE~T.- h~EN IT IS RECOGNIZED THAT COSTS TO SECO~D

-4 -
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DI FFI CULT TO DI SAGREE WITH SCH\'I'ARTZ~LU~' S Cm~·:E~T THAT, "\;ITHOUT

, ,

PATEXTS rns RETURN FR01-: INVEST1·1ENT IN PHARl'-IACEUTICAL RESEARCH

AND DEVELOPJ-1ENT l\'OULD FALL TO ZERO, AND PRIVATE CO:-1PANIES
. . .- - -- -, --'----:,' 41" .-.
lWULD NO LO~GER ENGAGE IN RESEARCH AND DEVELOP1·fENT."- Tin S, .
HAS BEEN ILLUSTRATED BY THE HNEDIATE MARKET EXTRY OF CQ)·:PETITORS

, -~ UPON EXPI~4TION OF PATENTS ON 1.IDELY SOLD k~TIBIOTICS. ~~~RE

-.
SU'cH cmlPETITION DOES NOT EI·1ERGE U:,DER SHIILAR CONDITJO;-':S

IN THE AIRCRAFT OR AUTO/·10TIVE INDUSTRIES lmERE COST OF DUPLI-

CATI~G THE ORIGINAL DEVELOPER ARE XEARER EQUIVALENT:

THE DEPART/·IENT HAS VIH:ED ITS ROLE IN THE NATION'S J'.EDlqL

RESEARCH EFFORT AS CD:-1PLENEKTARY TO THE ACTIVITIES OF THE

:OTHER ELEMENTS WITHIN OUR SOCIETY. BOTH PUBLIC •.\:m PRIVATE,

THAT ALSO SUPPORT SUCH p.ESEARCH A~D DEVELOP/·IENT _ IT HAS
J -';)
SEEI·!i:D TO THE DEPARTl-1ENT THAT THE IKTERESTS 'OF THE AJ·1ERICA..1II

PEOPLE ARE BEST SERVED \','HEN THE VARIOUS ELE/·IC:NTS OF THIS /·IEDICAL
,

RESEARCH STRUCTURE CAN INTERACT. THE 1·IOST EFFECT IVE INTER-

IBID J? 160, SCP'jo,'ARTZ~IAN

UNIVERSITY.
A:-ID HENRY G. GRABOl':SKI; DUKE'.

il IBID P. 4, SCH\I'ARTlI·1AN.
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RELATIO::SIIlP RESULTS \\l!EN.TIIE PARTJCULAR CAPABILITJES OF

"COLLABORATIVE RELATIONSHIP CAN O:-<LY EXIST IF EACH ELDIENT

REC()GNI ZES TO THE EXTENT FEASI BLE THE FUNDA1·IE:-iTAL l\EEDS OF

THE OTHER ELE~·fENTS •

THE VARJOUS

UTIL! ZED TO

ELHIENTS, FEDERAL A~;D

5/
THE FULLEST EXTENT.-. ..... - .

NO:;-I'EDERAL,CAN BE

IT SEEMS CLEAR THAT THIS

. ;"

.'

IN THIS SPIRIT DHEW HAS CO~SCIOUSLY it~DE EFFORTS TO CLOSE

THE IDENTIFIED GAP BETWEEN THE FUNDN·IEKTAL IN~OVATORS.THE

.
DEPARTMENT ~UPPORTS AND THE PRIVATE INDUSTRIAL DEVELOPERS ~~O

\

1·!AY BE NECESSARY TO THE DELIVERY OF END i:rE1-I~. TO. THE J.1ARKET-
• '.' :-. "0 ",_

. .'
PLACE. THE STAKE IN CLOSI~G THIS GAP IS VERY HIGH. IN 1975

APPRoXntUELY 3.2 OF THE 13 BILLION DOLLARS, OR ONE-QUARTER

SPENT BY THE .GOVEP_":·IENT ON RESEARCH AND DEVELOP;·IEKT OUTSIDE

ITS OKN LAEORATORIES, KENT IN THE FOR.,\IOF GRA!;TS xxn CONTr_~CTS

TO UNIVERSITIES. THE I·L~IN THRUST OF DEPARHIE:-iT PATE?\T POLICY •

AS .APPLIED TO.UNIVERSITIES HAS BEEN DIRECTED T01';ARD:

1. ESTABLISH~·IENT OF PATE:\T J-.lANAGEMENT FocAL POINT

o IN THE INNOVAT,ING ORGA.l-n ZATION TRAINED TO ELICIT
.j

Ih~ENTJOK REPORTS AND ESTABLISH RIGHTS IN. .
INTELLf;CTUAL PROPE~TY ON A THIELY BASIS FOR POSS! BLE

5/ TESTINONY BY DR. JA:-IES A. SHANNON, DIRECTOR, !':ATIONAL
INSTlTUTES OF HEALTH, BEFORE TIlE SUBCO:·g·l! TTEE ox PArgTS,
TRADDll\RJ:S, AND COPYRI GHTS OF' THE SENATE CO;·I1·11 TTEE ON
THE JUDICIARY, AUGUST 17 .. 1965.

-;- - .... -
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WE PRESENTLY"HAVE

.' ,

L1CENSING OF II\DUSTRI AL DE\'ELOPERS. THI S HAS

BEEN ACCOl·1PLlSHED IN THE M.A!N BY EXECUTION OF

INSTlTUTIO~AL PATENT AGREDIENTS (IPA) WITH

UNIVERSITIES ~ILLING TO CREATE AND ~~INTAIN SUCH

A FOCAL POINT. THE IPA PROVIDES AS fu~ INCENTIVE

TO ESTABLISH:·lENT OF A PATENT FOCAL POINT • A FIRST

orrr ON TO 01\'N ALL FUTURE I I\VENn ONS ARI SING fRO!>l

DHEW GRANT SUPPORTED RESEA~CH.
.... - ..... _.-;.~-_._.- -

70 }PA. AIm , .

. '.,
, ,

2. ASSURANCE THAT THE INNOVATING GROUP HAS THE RIGHT

TO COl\'VEY WHATEYER INTELLECTUAL PROPERTY RIGHTS'

ARE NECESSARY TO ACCO:·l-PU SH A, TRA,~SFER TO AN

INDUSTRIAL DE\'i:LOPER. (THIS IS Accm·1PLISHED IN

THE ~~IN THROUGH THE IPA HOLDERS' FIRST OPTION TO
. .

ml'N HEl':-FUNDED INVENTIONS A.:~D OUR KAIVER PROGRlJ.I •

'\,:HICH PROVIDES FOR mn';ERSHIP IN PETITIONI~G

-
, UNIVERSITIES NOT HAVING fu'l IPA \'01-10 cons FORTH

,
1\'1 TH AN ACCEPTABLE DEVELOP)·lENT

.) .
IDENTIFIED Il\~EI\TION.)

PROGRAM FOR AN
.~

DBE\\' HAS CAREFULLY CIRCtJ:.ISCRIBED THE CONDITIONS OF LJCE!~SING
I

~:JTlnN \iHICH A UNIVERSITY PATENT ).IANAGEloIENT FOCAL POINT OR

SUCCESSFUL PETITIONER CAN FUNCTION. THESE CONDITIONS HAVE,

.,....
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. :PECO:·:E \\ELL K~Ol~N TO IJ,nUSTRIAL DiO\'cLOPERS AND HAY=: BEEN

GP..ADUALLY ACCEPTED IN LICE::SI:-iGARRANGEMENTS BY Ar.·JDENI~G

CIRCLE OF SUCH DEVELOPERS. THIS CC:·1PARE5 TO THE VIRTUAL EOYCOrT

P£PORTED BY GAO OF DEVELOP~ENT OF NIH GENERATED DRUG LEADS

BY INDUSTRY DURING THE 1962-1968 PERIOD COVERED BY THEIR

}~PORT. A }·lUCH ].lORE DETAILED DISCUSSION OF,THE PHILOSOPHY

r.EHIND THE DEPARTMENT'S PATENT POLICY WAS J.tADE IN MY TESTnlONY

BEFORE YOUR S~3CO~~lITTEE ON DGMESTIC-AND_I~7ERNATI0~AL SCIENTIFIC.- '------ - -

PLAl\NING AND ANALYSIS O~ SEPTD1BER 29, 19.16.

SINCE 1969 THROUGH TEE FALL OF 1974r~'ESTI~~TE THAT THE

INTELLECTUAL PROPERTY RIGHTS TO 329 INXOVATIO~S EITHER

INITIALLY GENER.<\TED, e';HANCED ell CORR030tU.TED INFERFO~·:;SCE

OF DBE1':-i"UNDED RESEARCH l';ERE IN THE HAl-;DS OF UNI\,=:RSITIES'

PATENT l·:"-\XAGHIEI\T OR SUCCESSFUL UNIVERSITY PETITIO~r:.RS FeR

" THE PURPOSE OF, SOLICITING FURTHER INDUSTRIAL DEVEOP:·IENT

.-
-.

••

~._ 0°

..
1

PRIVATE RISK CAPITAL., .
1976 THE NU:-lBER OF INhNTIONS HELD BY UNIVERSITIES HAS

SUBSTANTIALLY INCREASED TO 517 •

,
SUPPORT. WE l\'ERE ADVISED THAT DURING THE 1969·-1974 PERIOD

•i . '.
• THESE U~IVERSITIES HAD }:EGOTIATED 44 NO};-EXCLUsns A'\D 78
I
!

I EXCLU~IVE LIC~NSES UNDE~ PATENT APPLICATIO~S FILED ON THE 329
· .. ..

INNOVATIONS. WE UNDERSTA~D THAT THE 122 LICENSES ~EGOTIATED

·I
· HAD GE1\ERATED co~n.lInIE1\TS IN THE AREA OF 75, l-lILLJON DOLLARS OF,

SINCE 1974 TO THE END OF FISCAL YEAR

•,
I
!



INVE1,TJOXS UCE~SED BY maVERSlTIES i\111CH HAVE REACHED OR

ARE NEAR RE~CHINGTHE ~~RKETPLACE SINCE OUR 1974 SURVEY.

NOTEI;'ORTHY IS THAT THIS INCm,IPLETE LISTING I!-.'VOL\'ES C01-lMlnIE~T

OF RISK CAPITAL OF APPROXI~~T=LY 80 MILLION DOLLARS. AS YOU

;

..
,'.

. '

'0
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I HAVE ATTACHED TO THESE COl·j:·IE1\TS SO;·IE EXAMPLES OF

, .
I
I

l'tILL NOTE. THERE ARE A NUMBER OF PHARMACEUTICAL PRODUCTS

ON THIS LIST. l~E KNEll' OF NO COMPARABLE SITUATIC:XS AT THE

TIME OF THE GAO REPORT OF 1968. Il'.'OULD COXJECTURE THAT THIS
\

RID·mER II1LL INCREASE IN .SUBSEQUENT YEARS DUE TO THE OPPORTUNITY

OF THE PHAR..\fACEUTIoCAL INDUSTRY TO CAPITALI-ZE ON POSITIVE LEADS
I' .
I

FROM THE ~ON-PROFIT SECTOR WHICH COULD RESUl.T IX REDUCTlO~

OF THE INDUSTRY'S ESCALATING R&D COSTS BY ELIJ.lI1\ATING A

RID,IBER OF BLIND LEADS. (THE ULTm.ATE SAVI};'G lWULD BE THE

DIFFEREKCE BETWEEN THE 11.5 A~D 24.4 MILLION DOLLARS PER

SUCCESSFUL DRUG DEVELOP~·IENT ]·IENTIOl\ED PREVIOUSLY.) THE RISE
,

IN SUCCESSFUl; DEVELOPMENT BY INDUSTRY OF UNIVERSITY GE};'ERATED

I1\'V~NTIO:\S IS ALSO CONSIDERED SIGNIFICA};'T l';HEN :\OTING THE

,STEADY DECLINE IN INTRODUCTION OF };'EW DRUG ENTITIES IN THE
r • 6/

UNITED STATES FROM 65 IN 1959 TO 15 IN 1975.- THIS SLiDE

MIGHT ALSO BE ATTRIBUTED TO THE I};'CREASED COST OF DRUG
I

i
-I,
!

DEVE LOP;·IENT• • •

'1,
"".:"t

I·
1

PHAR~t·\CEUTJCAL T1 ;·IES. APR r.t, 1976 (BASED ON DATA FROM.
PAUL de BAEN, INC,) A:-:D BENRY G. GRABO\':SKI. "DRUG'
REGULATION A!':D I}\NOVATJON' IN E:·IPIRICAL EVIDENCE AND POLlCY
OPTIONS." AMERI CAN El\TERPRISE FOR PUBLIC POll CY RESEARCH ..
l·;ASlIINGTON. D.C. -

•



:.'CE1;SABLE PATENT RIGHT IS PROBABLY APRI:·,ARY FACTOR I~ THE

.
?ATALLY AFFECT A TRA~Si';:R OF A 1-!AJOR HEALTH I:\)\OVATION.

-9-

•
u; TIllS CO:\TEXT IT IS APPARE:\T THAT TiE EXISTENCE OF A

'. '

. '. ...

;-UCCESSFUL TRA~SFER OF A UKIVERSITY I~~O\~TION TO I~DUSTRY

.!,';D THE 1·1ARKETPLACE. A:':D FAILURE TO PROTECT SUCH RIGHT l·:A.Y

, .
". ',.

.'

I BELIEVE soxs 1-1E1-lBERS OF THE Cm·!:-lITTEE ARE Al':ARE OF THE SPECU

!....l"TIOl\ THAT PRIVATE DE\·ELOP;·lENT AND l·:A.R}:ETIr-:G 0;: PEr-:JCILLIN

i;AS FORECLOSED FOR O\LR 11 YEARS DUE TO THE LACK OF A PROPRIETARY
,

?DSITION NECESSARY TO THE PROTECTION, OF THE LARGE RISK
7/

I1;\'ESTi-lENT H'VOLVED. - IT KAS ONLY AFTER THE UNITED STATES
,

,';

i GOVERX1·1ENT UNDERTOOK THIS RISK UNDER THE PRESSURE OF lWRLD

l~R II TP-AT PENICILLIN's CURATIVE POKERS KERE ~~DE AVAIL~BLE

TO TtlOSE SUFFERING FRQl.! INFEET! ON.
',··1

I

IN ADDITION TO Il\ITIAL AD1.nNISJ:R.4.TION OF THE IPA A~D KA.IVER

! PROGP~.;J·l DISCUSSED, THE DHEW PATENT BR.t..:\'CH ACTS AS .THE PATENT
!

.
.,

1·~4!\AGE;·lEXT FOCAL PODIT FOR ALL Il'NOVAT,IO~S TO l'.'iHCH THE. .
DEPARTHENT RETAINS TITLE. THE DEPART1·1ENT' S PATENT PORTFOLIO

i
i
!
•

!
i

.
PRESENTLY CO~SISTS OF A~PROXI1-~TELY 400 PATENTS AND PATENT

.\ .\
APPLICATIO~S, WHICH IN THE l·~n: ARE DERIVED FRO}.! DHEl\' El·IPLOYEE ~

.
IKYENTIO:\S. A LESSER 1\lJ]·lBER ARE ATTRIBUTABLE TO 11\'\'ENTIONS

l·~.',DE BY El-1PLOYf.ES' OF UNIVERSI TI ES OR C01·:;·lERCIAL CONCERl'\S FUNDED

7/ DAVID· ~·lASTERS. l·IJR:~CLE DRUG,' THE HISTORY OF PENICILLIN,
PUBLISHED BY GYRE & SPOTTI,l\'OODE, LO",DON (1946), .PP.
104 -105 AND '. •
TBELAW QFCHENICAl, ~IETALL1JRG1CALANDPHARl·1ACEUTICAL PATE~TS,
FOr~·lAN, EDITOR, PUBLISHED BY CE:\TRAL BOOK CO., KEWYORK
(1967) • .,
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3Y DIii:}; GRA:\TS OR CO:';TRACTS \mI CH THEY Dl D r-:OT CIIOOSE TO

:~~}:t.G= OR \";ERE !'OT PERl·IlTTED TO :·:ANAGE. SINCE 1969 \\E HAVE

G~~KTED 19 EXCLUSIVE LICE~SES AKD 90 NO~-EXCLUSIVE ~ICE~SES

U~DER'OUR PATE~T PORTFOLIO. UNFORTUNATELY,"L HAVE NO

STATISTICS ON THE A,\IOUNT OF RISK CAPITAL ·CQl>n·IlTTED TO DEVELOP-

I~G TH=SE INVE~TIONS TO THE ~:ARK=TPLACE, THOUGH ~E BELIEVE

IT TO BE SURELY l·lEASURED IN t-IILLIONS OF DOLLARS •

•
;
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