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", MR, CHAIRMAN AND MEMBERS OF THE SUBCO:MITTEE.

" Lo - % . i
MY NAME 1S NORMAN LATKER. I AM PATENT COUNSEL FOR THE
' _DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE. MY OFFipg__” -

15 ASSIGNED. TO THE BUSIXNESS AND ADMINISTRATIVE LAW-DIVISION '

OF THE OFFICE OF GENERAL COUNSEL, WHICH HAS THE INITIAL

1

' RESPONSIBILITY FOR MANAGING THE INVENTIVE RESULTS OF THE

i
:

i ' I~V“RY FUCH APPRECIATE YOUR INVITATION TO SPEAK TO THE
PATENT POLICY, AS I BELIEVE 1I TO -

DEPADT""\T S RESEARCH AND DEVELOPMENT. BUDGET. -

OPERATION ‘OF GOVER)"E\;
' BE A FUNDAMENTnL CONCERN TO THE LARGER ISéUES OF: 7

MAINTAINING A FAVORA%LE'BALANCE OF PAYMENT - AND

gy - . TRADE FOR OUR RESEARCH INTEXNSIVE INDUSTRIES,
'+ ENHANCING TECENOLOGY TRANSFER, AND

: B ' .
QUESTIONS OF INDUSTRIAL CCGNCENTRATION AND CONSUMER

.-

PRICES. L St

.IN LOST PART 1 HOPE 10 UTILIZE THESE MO ENTS AS BEST I CAN TO

BRINGI&G g  

\UGGEST THE 11PORTANCE OF PATENT PROFECT]OV JIN
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:tTECHFOLOGY ARISING FROM GOVERNMENT SPONSORED RESEARCH AT -

UNIVERSITIES AND NON-PROFIT ORGANIZATIONS TO FRUITION. THIS
1S AN AREA OF VITAL INTEREST TO HEW, SINCE THE DEPARTMENT IS
THE LARGEST SINGLE SOURCE OF FUNDING FOR SUCH RESEARCH I7

THE UNITZD STATES, AND THE SUBSTANTIAL PORTION OF ITS RESEARCH

BUDGET 1S DEVOTED TO THIS CATEGORY OF RESEARCH.

THﬁ MOST OBVIOUS PROBLEM AFFECTING ULTIMATE UTILIZATION
OF iﬁNOVATIORS RESULTING FROM DHEW FUNDED RESEARCH AT UNI--
VERSITIES AND OTHER NON-PROFIT éRGANIZATIONS 1S THE FACT

THAT THESE ORGANIZATIONS DO NOT ENGAGE IN THE DIRECT DEVELOPMERT:

AND MANUFACTURE OF COMMERCIAL EHBDDIMENTS, AND 1T 1S INDUSTRY

WHICH MUST BRING SUCH INNOVATION TO THE MARKETPLACE.

A FUNDAMENTAL PREMISE OF DHEW PATENT POLICY AND PRACTICE
1S THE UNDERSTANDING THAT INHERENT TO THE TRANSFER OF THE
INNOVATIVE RESULTS OF THE RESEARCH CONDUCTED IN UNIVERSITY
LABORATORIES TO INDUSTRIAL DEVELOPERS IS A DECISION ON THE
PART OF THE DEVELOPER THAT THE INTELLECTUAL PROPER&Y RIGHTS IN
THE INNOVATION BEING OFFERED FOR DEVELOPMENT ARE SUFFICIENT
TO PROTECT ITS RISK INVESTMENT. OF COURSE, NOT ALL TRANSFERS
OF POTENTIALLY MARKETABLE INNOVATIONS FROM SUCH LABORATORIES

REQUIRE AN EXCHANGE OF INTELLECTUAL PROPERTY RIGHTS IN THE

-

INNOVATION, BUT IT 1S UNPREDICTABLE -IN WHICH TRANSFERS THE .

-
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Rt -3-
ENTREPRENEUR wILL"DEMAND AN EXCHANGE TO GUARANTEE ITS

COLLABORATIVE AID. NOTWITHSTANDING, WHERE SUBSTANTIAL RISK

INVESTHMENT 18 INVOLVED, SUCH AS REQUIRED IN DEVELOPING CLINICAL
CLEARANCE OF POTENTIAL THERAPEUTIC AGENTS

DATA FOR PRE-MARKET
_AND MEDICAL DEVICES, WHICH IS RARELY UNDERTAKEN IN ITS ENTIRETY

. AT GOVERNMENT EXPENSE, THERE IS AN 1DENTIFIED LIKELIHOOD THAT:
©' . 'TRANSFER WILL NOT OCCUR IF THE ENTREPRENEUR IS .NOT AFFORDED

© i SOME PROPERTY PROTECTION IN THE INNOVATION OFFERED FOR

. . \ .
DEVELOPMENT. THIS POINT WAS MADE WITH SOMEZ FORCE TO DHEW AFTER

A 1968 GAO-INVESTIGATIOY AND RE?ORT ON "PROBLEM AREAS

AFFECTING USEFULNESS OF RESULTS OF GOVER&HELT SPONSORED RESEARCH

1/
IN MEDICINAL CHEMISTRY." - THIS LIKELIHOOD SEEMS EVEN" MORE

PREDICTABLE WHEN CONSIDERING'THE EXTRAORDINARY ESCALATION IN

“THE ESTIMATED AVE RAGE COST OF SUCCCSSFULLY DEVELOPING A NEW
DRUG FROM $534,000 IN 1962 TO 11.5 HILLIDN DOLLARS IN 1973

OR 24.4 MILLION DOLLARS WHEN INCLUDING THE COST OF RESEARCH ON

z/
PROJECTS WHICH DID NOT RESULT. 1IN MARXETED DRUGS: ECONOMIST

. DAVID SCHWARTZMAN, WHO ,DEVELOPED THESE STATISTICS,  AND OTHERS

¥HO HAVE REVIEWED THEM FURTHER AGREE THAT RETURN ON SUCH R § D
) ? | ‘ 3

1/ PROBLE“ AREAS AFFECTING USEFULNESS OF RESULTS OF GOVERNMENT
SPONSORED RESEARCH IN MEDICINAL. CHEMISTRY, AUGUST 12 1968 :

GAO REPORT B- 164051(2)

< p. 59, U. S. nhiRGY RESE &RCH AND DEVELOP ?\T ADiIVISTRAT]O\

”fﬁ';fg'{z;PUBLlc MEETING 1/12/77 AND SCHWARTZMAN, *INNOVATION IN TEE
PHARHACEUIICAL INDUSTRY," P. 66,70 and 71. T S
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INVESTMENT HAS FALLEN

' CATING THE ORIGINAL DEVELOPER ARE NEARER EQUIVALENT.

'RESEARCH STRUCTURE CAN INTERACT.

-4 -

SHARPLY SINCE 1960 TO AS LOW AS PCSSIBLY

3/
3.3 PERCENT. - WHEN

ENTRANTS INTO TiiE HARKET AFTER PATENT EXPIRATION ARE A SMALL

1T 15 RECOGNIZED THAT COSTS TO SECOAND

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

ENTRANT KEED NOT UNDERTAKE THE SAME R & D RISK, IT IS

DIFFICULT TO DISAGREE WITH SCHWARTZIMAN'S CORMENT THAT; "EITHOUT,

PATENTS THE RETURN FROM INVESTMENT IN PHARMACEUT&CAL RESEARCH

/AND DEVELOPMENT WOULD FALL TO ZERO, AND PRIVATE CO“PA?IES o
S | :
THIS

hOULD NO LOYGER ENGAGE IN RESEARCH AND DEVELOPuyNT."

HAS BEEK ILLUSTRATED BY THE IMMEDIATE LARLET E\TRY OF COXPETITORS

UPON ERPIRATION OF PATENTS ON WIDZLY SOLD ANTIBIOTICS WEZRE

SUCH CO“PE;ITION DOES NOT EWtRGE UNDER SIMILAR COVDITIOVS

IN THE AIRCRAFT OR AUTOMOTIVE INDUSTRIES WHERE COST OF DUPLI-

THE DEPART”"NT HAS VIEWED ITS ROLE IN THE NATION'S MZDICAL

P M 5

RESEARCH EFFORT AS COMPLEMENTARY TO THE ACTIVITIES OF THE

OTHER ELEMENTS WITHIN OUR SOCIEIY BOTH PUBLIC AND PRIVATE

THAT ALSC SUPPORT SUCH BESEARCH AVD 'DEVELOPMENT. IT HAS

d 3
SEEM: 5D TO THE DEPARTMENT THAT THE INTERESTS OF THE

s
PEOPLE RRE BEST S“RVED HHEV THE VARIOUS ELEMENTS OF THIS_HEDICAL

THE MOST EFFECTIVE INTER- :

MERICAN

3/ IBID P. 160, SCHWARTZMAN AND HENRY G. GRABOWSKI; DUKE"
= UN1VERSITY. R S

4/ 1BID P. 4, SCHWARTZMAN.
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'THE OTHER ELEMENTS.

' LAX BE NECESSARY TO THE DELIVERY OF 1:ND ITEHS TO THE

-

-5-

RELATICNSHIP RESbLTS WHEN.THE PARTICULAR CAPABILITIES OF

THE VARIOUS ELEMENTS, FEDERAL AND NOX-FEDERAL, CAN BE
5/

JTYLIZED TO THE FUL EST-EXTENT. 1T SEEMS CLEAR THAT THIS

:COLLABORATIVE RELATIDVSHIP CAN ONLY EXIST 1F EACH ELEWENT
.RECQGNIZES TO THE EXTENT FEASIBLE THE FUNDAMENTAL XEEDS OF

-

-~
-

IN THIS SPIRIT DHEW HAS- CO“SCIOUSLY MADE EFrORTS TO CLOSE

THE IDENTIFIED GAP BETWEEN THE FUNDAMENTAL INXOVATOnS,THE

DEPARTM hT SUPPORTS AND THE PRIVATE IVDUS TRIAL DEVELODERS JHO
MARKET -

PLACE. THE STALE IN CLOSING THIS GAP- IS VERY HIGH. IN 1975

APPROXIMATELY 3.2 OF THE 13 BILLION DOLLARS, OR ON: QUARTtR

SPENT BY THE .GOVERNMENT ON RESEARCH AVD DEVELOP EKT OUTSIDEZ

ITS OWN LABDRATORIES, WENT 1IN THE FQRM ‘OF GRANTS AND CONTRACTS
TO UVIVERSITIES. THE MAIN THRUST OF DEPARTMENT PATENT POLICY

AS APPLIED TO UNIV RSITIES HAS BEEN DIRECTED TOWARD:

1. ESTABLIS MENT GF PAfEVT MANAGEMENT FOCAL POIVT
IN THE IN\OVATJNG ORGANIZATION TRAINED TO ELICIT

INVENTION REPORTS AND ESTABLISH RIGHTS IN
INTELLECTUAL PROPERTY ON A TIMELY BASIS FOR POSSIBLE

5/ ~TESTIMONY BY DR. JAMES A. SHANNON, DIRECTOR NATIONAL .
INSTITUTES OF HEZALTH, BEFORE TIHE SUBCO”iITTFF ON PATENTS,
- TRADEMARKS, AND COPYR]GHTS OF THE SENATE COMMITTEE ON
- THE JUDlClAR\ AUGUST 17, 1965. ‘ .

-
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LlCENS}NG OF INDUSTRIAL DEVELOPERS. THIS HAS
HE MAIN BY EXECUTION OF

H
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INSTITUTIONAL PATENT AGREE!ENTS (1IPA) WITH ' | /

o3)

g 'UNIVERSITIES WILLING TO CREATE AND MAINTAIN SUCH
A FOCAL POINT. THE IPA PROVIDES AS AN INCENTIVE

TO ESTABLISHMENT OF A PATENT FOCAL POINT, A FIRST
OPTION TO OWN ALL FUTURE INVENTIONS ARISING FROM ;

e PP O A = gy — [pp—
.

DHEW GRANT SUPPORTED RESEARCH.  VWE PRESENTLY _HAVE . _ _

70 IPA, AND -~ | . 1

2. ASSURANCE THAT THE INNOVATING GROUP HAS THE RIGHT
TO CONVEY WHATEVER INTELLECTUAL PROPERTY RIGHTS
ARE NECESSARY TO ACCOMPLISH A TRANSFER TO AN
INDUSTRIAL DEVELOPER. (THIS IS ACCOMPLISHED IN
THE MAIN THROUGH THE IPA HOLDERS' FIRST OPTION TO
WN HEK-FUNDED INVENTIONS AXD OUR WAIVER PROGRAM,.

B "WHICH PROVIDES FOR OWNERSHIP IN PETITIONING
+ : - UNIVERSITIES NOT HAVING AN IPA WHO COME FORTH
o . WITH AN ACCEPTABLE DEVELOPMENT PROGRAM FOR AN

3 3 . : a
" IDENTIFIED INVENTION.) ‘ o | ‘

DHEh 'BAS CARL rULLY CIPCUWQCRIBED TﬁE COVDITIORS OF LICEhSIWG

.”-? sITHIN WHICH A UVIVERS]TY PATELT VA¥AG MENT FOCAL POINT OR

| SUCCESSFUL PhTIf]OVER CAN ruxcr;on. THESE CONDITIOYS HAVE. |
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"BECOME WELL KNOWN- TO INDGSTRIAL DEVZLOPERS AND HAVE BEEN

1
—

GRADUALLY ACCEPTED IN LICENSING ARRANGEMENTS BY A WIDENING

THIS CCHPARES TO THE VIRTUAL 30YCOTT |
DRUG LEADS

CIRCLE OF SUCH DEVELOPERS.
REPORTED BY ‘GAD OF DEVELOPMENT OF NIH GENERATED
fHE-1962-1963 PERIOD COVERED BY THEIR

PHILCSOPHY

RY INDUSTRY DURING

REPORT. A MUCH MORE DETAILED DISCUSSION OF--THE

REHIND THE DEPARTMENT'S PATENT POLICY WAS MADE 1IN

BEFORE YOUR SUBCOMMITTEE ON DCMESTIC- AND_INTERRATIO\AL SCIENTIFIC

1976.

MY TESTIMONY

| PLANNING AND ANALYSIS ON SEPTEMBER 29,

5?;? Pt | ' : :
i Y+ 7 SINCE 1869 THROUGH THE FALL OF 1974 WE  ESTIMATE THAT THE .
INTELLECTUAL PROPERTY RIGHTS TO 329 INNOVATIONS EITHER

IRITIALLY GENERATED, EKHANCED CR DROR ﬂRATED IN FERFORMANCE

~ OF DHEY- FUNDED RtSFARCH WERE IN THE QAFDS CF UYI\‘DSITIES'

T :
3 PATENT HA GsHEhT OR SUCCESSFUL U\I\ERSIlY PnFITIC\’"S rCR

n7  f - THE PURPOSt OF. SDLICITIVG FURTHER INDUSTRIAL DnVEgOP”FVT

ERE ADVISED “HAT DURING THE 1969w1°!4 FERIOD

AND 78
iEXCLUSIVE LICENSES UNDER PATENT APPLICATIONS FILED ON THE 329

WE UNDERSTAND THAT THE 122 LICENSES NEGOTIATED

s SUPPORT hp W

.

L ‘THESE UNIVERSITIES HAD NEGOTIATED 44 NON-EXCLUSIVE
| , .

. INNOVATIONS.
1
. HAD GENERATED cowMITuEhTs 1IN THE AREA OF 75 MILLION DOLL RS OF .

1PR{VATE RISL CAP]FAL SINCE 1974 TO THE 'END OF FISCAL Y:AR
S -HAS = .

:19?6'THE-VU18ER OF IN'ENTIOVS HELD BY UN1 VERSITI

' SUBSTANTIALLY IWCRE%SED TO 517. o '-;- L
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I HAVE AJTACHLD TO THESE C ‘WELTS SOME EXAMPLES OF

INVENTIONS LIC;N,ED BY UNI VERSITIES WHICH HAVE REACHED OR

~ ARE NEAR REACHING THE LARhETPLAC: SINCE OUR 19?4 SURVEY.
NOTELORTHY 1S THAT THIS INCOMPLETE LISTING INVOLVES COPVITHEVT
OF RISK CAPITAL OF APPROXIMATELY 80 MILLION DOLLARS. AS YOU
hILL NOT;, THERE ARE A NUMBER OF PHARMACEUTICAL PRCDUCTS

ON TH1S LIST. WE KNEW OF NO COhPARABLE SITUATICONS AT THE

TIgB OF THE GAD REPORT OF 1968.. IIWOULﬁ CONJECTURE THAT THIS

\

NUMBER WILL INCREASE IN SUBSEQUENT YEARS DUE TO THE OPPORTUNITY

) OF THE PHARMACEUTICAL INDUSTRY TO CAPITALIZE ON POSITIVE LEADS
FROM THE NON-PROFIT SECTOR WHICH COULD RESULT IX REDUCTION
OF THE INDUSTRY'S ESCALATING R § D COSTS BY ELIMINATING A
NUMBER OF BLIND LEADS. (THE ULTIMATE SAVING FOULD BE THE
DIFrERE\Cz BETWEEN THE 11.5 AND 24.4 MILLION DOLLARS PER
SUCCESSFUL DRUG DEVELOPMENT MENTIONED PREVIOUSLY.) THE RISE
IN SUCCESSFUL DEVELOPMENT BY INDUSTRY OF UNIVERSITY GENERATED
INVENTIONS IS ALSO CONSIDERED SIGNIFICANT WHEN NOTING THE

. STEADY DECLINE IN INTRODUCTION OF NEW DRUG Eg;ITIES IN THE
UNITED STATES FROM 65 IN 1959 TO 15 IN 1975.”  THIS SLIDE
MIGHT ALSO BE ATTRIBUTED TO THE INCREASED COST OF DRUG

-

DEVELOPHMENT. ' = =~ S

g 6/ PHA&“ACEUT]CAL -TIMES, APRIL 1976 (BASED ON-DATA FROM
= ~“PAUL d¢ HAEN, INC.) AND HENRY G. GRABOWSKI, "DRUG .
REGULATION AVD INNOVATION IN EMPIRICAL EVIDthCE "AND POLICY
. OPTIONS," AMERICAN ENTERPRISE FOR PUBL]C POLICY RESEARCH,-
L:—PASHINGFON D..C. - - . I .




.
: .
.- ) .
S
S . -9-
.

- IN THIS CONTEXT 17 1S APPARENT THAT THZ EXISTENCE OF A

_ICEKSABLE PATENT RIGHT 1S PROBABLY A PRIMARY FACTOR 1IN THE

TUCCESSFUL TRANSFER OF A UNIVERSITY INNOVATION TO INDUSTRY

~15D THE MARKETPLACE, XD FATLURE TO PROTECT SUCH RIGHT HAY

~ATALLY AFFECT A TRANéEER OF A MAJOR HEALTH INNOVATION.

I BELIEVE SOME MEMBERS OF THE COMMITTEE ARE AWARE OF THE SPECU-

LATION THAT PRIVATE DEVELOPHENT AND MARKETING OF PENICILLIN

%AS FORECLOSED FOR OVER 11 YEARS DUE TO THE LACK OF A PROPRIETARY

BT . 8

CSITION NECESSARY TO THE PROTECTION. OF THE LARGE RISK

; E(\EST EhT INVOLVED IT WAS ONLY AFTER THE UNITED STATES

uO¥ERSMENT UNDERTOOK THIS RISK UNDER THE PRESSURE OF WORLD
ﬁER“ MADE AVAILABLE

» L‘

VAR IT1 TEAT PENICILLINfs CU?ATIVE POWERS
TO THOSE SUFFERING FRCM INFECTION., - i

IK ADDITION TO INITIAL ADMINISTRATION OF THE IPA AND WAIVER

THE PATENT

PROGRAM D]SCUSSED THE DHEW-PATENT BRANCH ACTS. AS

EYT POCAL POINT FOR ALL INNOVATIONS TO WHICH THE
THE DEPARTHENT'S PATEhT PORTFOLIO

MANAGEM
DEPARTHMENT RETAINS TITLE.
PhrSENTLY COVSISTS OF APPROXIMATELY 400 PATENTS AND PATENT

nPPLICATIOVS, LHICH IN THE HAI¥ ARE DERIVED FROM DHEW EMPLOYEE 0

INVENTIONS., A LESSER \UMBER ARE ATTRIBUTnBLE TO INVENTIONS

MADE BY EMPLOYEES OF UNIVERSITIES OR COMMERCIAL CONCERNS.FUNDED

7/ DAVID- MASTERS, MIR ACLB'DRUG THE HISTORY OF PENICILLIN,
PUBLISHED BY GYRE SPOTTI, WOODE, LONDON (1946), PP.

: ,104 105 AND
0 THE, LAW OF-CHE “ICAL ﬂETALLURGICAL AND. PHARMACEUTICAL PATE\T :
FORMAN, LDITGR PUBLISHED BY CE\TRAL BOOL CO., hEW YORK - .

et e —_
S e o A i 8 5 s e e

H'-(1967),. | .
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.BY DHEY GRANTS OR CONTRACTS WHICH THEY DID NOT CHOOSE TO

AGE OR WERE NOT PERMITTED TO MANAGE, SINCE 196é WE HAVE

GRANTED 19 EXCLUSIVE LICENSES AKND S0 NO.\‘-E_KCLUSIVE LICENSES

UNDER OUR PATENT PORTFOL10. UNFORTUNATELY, WE HAVE NO

STATISTICS ON THE AMOUNT OF RISK CAPITAL -COMMITTED TO DEVELOP-

IXG THZSE INVENTIONS TO THE MARKZTPLACE, THOUGH WE BELIEVE

1T TO tE SURELY MEASURED 1IN MILLIONS OF DOLLARS.

- . -
- L]




