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-

. MR, CHAIRMAN AND HEMBERS OF THE SUBCOMMITTEE.

H? kAME 1S NORMAN LATKER. I AM PATE&T_COUNSEL FOR THE

MY OFFICE

' _DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE.
IS ASSIGNED. TO THE BUSINESS AND ADMINISTRATIVE LAW 'DIVISION
OF THE OFFICE OF GENERAL COUNSEL, WHICH HAS THE INITIAL
RESPONSIBILITY FOR MAxApxxé THE INVENTiVE‘RESULTS OF THE

DEPARTMENT'S RESEARCH AND DEVELOPMENT. BUDGET. -

j." I VERY MUCH APPRECIATE YOUR INVITATION TO SPEAK TO THE
J OPERATION OF GOVE NMENT PATENT POLICY, AS I BELIEVE 1T TO .
BE A FUNDAMENTAL CONCERN TO THE-LARGER’ISéUEs OF:
i i ' . ' ’
3 MAINTAINING A FAVORABLE BALANCE OF PAYMENT  AND '”'%F
TRADE FOR OUR RESEARCH INTENSIVE INDUSTRIES, 5

ENHANCING'TECHNOLOﬁY TRANSFER, AND

. 1 ' . .
QUESTIORS OF INDUSTRIAL CCNCENTRATION AND CONSUMER

" PRICES.

IN MOST PART 1 HOPE TO UTYLIZE THESE MOMENTS AS BEST I CAN TO'

SUGGEST THE IMPORTANCE OF PATENT PROTECTION IN BRINGING

S e B o e e P e T e
. - . ——— i C -
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. TECHNOLOGY ARISING FROM GOVERNMENT SPONSORED RESEARCH AT
 UNIVERSITIES AND NON-PROFIT ORGANIZATIONS TO FRUITION. THIS

1S AR AREA OF VITAL INTEREST TO HEW, SINCE THE DEPARTMENT IS

THE LARGEST SINGLE SOURCE OF FUNDING FOR SUCH RESEARCH I~
THE UNITED STATES, AND THE SUBSTANTIAL PORTION OF ITS RESEARCH

BUDGET IS DEVOTED TO THIS CATEGORY OF RESEARCH.

THE MOST OBVIOUS PROBLEM AFFECTING ULTIMATE UTILIZATION

OF iﬁNOVATIONS RESULTING FROM DHEW FUNDED RESEARCH AT UNI--

w,.!

VERSITIES ANQ OTHER NON-PROFIT éRGANIZRTIONS IS THE FACT

AT,

THAT THESE ORGANIZATIONS DO NOT ENGAGE IN THE DIRECT DEVELOPH,\

" AND HAYUFACTURE QF COMHERCIAL t"viBODI‘E\TS AND 1T 15 ILDUSIRY

‘WHICH MUST BRING SUCH IXKNOVATION TO THE MARKETPLACE.

-

A FUND’“ NTAL PREMISE OF DFE“ PATENT POLICY AND PRACTICE

el et 0 .
* )

IS THE UNDERSTANDING THAT INHERENT_TO THE TRANSFER OFOTHE
IRNOVATIVE'RESﬂLTS.OF THE RESEARCH CONDUCTED IN UNIVERSITf
LABORATORIES TO “DUSTRIAL'DEVELOPERS IS A DECISIOQ ON THE
PART OF THE DEVELOPER THAT THE IVTELLECTUAL PROPERTY RIGHTS IN
THE ‘INNOVATI DN BEING OFFERED FOR DEVELOP :ENT ARE SUFPICIEhT

TO PROTECT ITS RISK INVESTH EhT. OP COURSE hOT ALL TRANSF ERS
OF POTEVTIALLY MARLETABLE INNOVATIONS FRO% SUCH LABORATORIES
REQUIRE AN EXCHAhGE OF IVTELLECTUAL PROPERTY RIGHTS IN THE

'-; INNOVATION, BYUT 1T IS URPREDICTABLE:IN WilICH TRANSFERS THE

e
. — %ﬂ__, B
_ e —
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ENTREPRENEUR WILL DEMAND AN EXCHANGE TO GUARANTEE ITS
COLLABORATIVE AID. NOTWITHSTANDING, WHERE SUBSTANTIAL RISK
INVESTMENT 1S5 INVOLVED, SUCH AS REQUIRED IN DEVELOPING CLINICAL

DATA FOR PRE-MARKET CLEARANCE OF POTENTIAL THERAPEUTIC AGENTS
_AND MEDICAL DEVICES, WHICH 1S RARELY UNDERTAKEN IN 1TS ENTIRETY
AT GOVERXMENT EXPENSE, THERE IS AN IDENTIFIED LIKELIHOOD THAT

'TRANSFER WILL NOT OCCUR IF THE ENTREPRENEUR IS NOT AFFORDED
| SOME PROPERTY PROTECTION IN THE INNOVATION OFFERED FOR
'DEVELOPMENT. THIS POINT %AS M&DE WITH SOMZ FORCE TO DHEW AFTER
A 1968 GAO INVESTIGATION AND REPORT ON "PROBLEM AREAS

AFFECTING USEFULNESS OF RESULTS OF GOVERNMENT-SPONSORED RESEARCH

IN MEDICINAL CHENISTRY . " THIS LIKELIHOOD SEEMS EVEN MORE
PREDICTABLE WHEN CONSIDERING THE EXTRAORDINARY ESCALATION IN
THE ESTIMATED AVERAGE COST OF SUCCESSFULLY.DEVELOPING A NEW
DRUG FROM $554,000 "IN 1962 TO 11.5 MILLION DOLLARS IN 1973

'OR 24.4 MILLION DOLLARS WHEN INCLUDING THE COST OF RESEARCH ON
PROJECTS WHICH DID NOT RESULT, IN MARKETED DRUGS.2( ECONOMIST
| DAVID SCHWARTZMAN, WHO,DEVELOPED THESE STATISTICS,®AND OTHERS

¥HO HAVE REVIEWED THEM FURTHER AGREE THAT RETURN ON SUCH R & D
S a -

1/- PROBLEM ARFAS AFFECTING USEFULNESS OF RESULTS OF GOVERNMENT
SPONSORED RESEARCH IN MgDICINAL CHEMISTRY, AUGUST 12, 1968,

GAO REPORT B-164031(2).

Zf SCHERER, "THE ECONOMIC EFFECT. OF MANDATORY PATENT LIC:VSIVG T
P. 59, U, S. ENERGY RESEARCH AND DEVELOPHE\T ADMINISTRATION,
PUBLIC MEETING 1/12/77 AND SCHWARTZHAN, " INNOVATION IN THE
PHARMACEUTI CAL INDUSTRY,™ P. 66, 70 and 71. :
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INVESTMERT BAS FALLEN SdARPLY_SINCE 1960 TO AS LOW AS ﬁCSSIBLY

3/
3.3 PERCENT.”  WHEN 1T 1S RECOGNI1ZED THAT COSTS TO SECOND

ENTRANTS INTO THE ﬂARKET AFTER‘PATENT EXPIRATION ARE A SMALL
”~ . : '
FRACTION OF THE ORIGINAL DEVELOPER'S COSTS, SINCE THE SECOND

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

D]FF]CULT TO DISAGREE WITH SCHLARJZMAN'S COMMENT THAT‘Q"YITHOUT

PATENTS THE RETURN FROM INVEST“EN; IN PHARMACEUTICAL RESEARCH

. (AND DEVELOPMENT WOULD FALL TO ZERO, AND PRIVATE CO“PA?IES
: ) PRIVATE, COMPANIES . . .
~ THIS

BOULD NO LDYGER ENGAGE 1IN RESEARCH AND DEVELOngNT."

HAS BEEN ILLUSTRATED BY THE IMMEDIATE LARLET EhTRY OF COMPETITORS

UPONK EXPIRATION OF PATENTS.ON WIDELY SOLD ANTIBIOTICS WEZRE

ﬂSUCH COMPETITION DOES NOT EMERGE UNDER SIMILAR CONDITIbVS
IN THE AIRCRAFT OR AUTOMOTIVE INDUSTRIES WHERE COST OF DUPLI-
CATING THE ORIGINAL DEVELOPER ARE NEARER EQUIVALENT.

THE DEPARTMENT HAS VIEWED ITS ROLE IN THE NATION'S “:DICAL
RESEARCH EFFORT AS COMPLEMENTARY TO THE ACTIVITIES OF THE

OTHER ELEMENTS WITHIN OUR SOCIETY, BOTH PUBLIC AND PRIVATE,

THAT .ALSC_SUPPORT SUCH BESEARCH AVD-DEVELOPVEVT. IT HAS

3
SEEuhD TO THE DEPARTHMENT THAT THE INTERESTS OF THE AEERTCAN
PEOPLE ARE BEST SERVED HHEN THE VARIOUS ELEMENTS OF THIS MEDICAL

T . : -
RESEARCH STRUCTURE CAN ;NTERACT. THE MOST EFFECTIVE INTER-

3/° IBID P. 160, SCHWARTZMAN AND HENRY G. GRABOWSKI; DUKE'
: UNIVERSITY. S

4/ IBID P. 4, SCHWARTZMAN.
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RELATIONSHIP RESULTS WHEN.THE PARTICULAR CAPABILITIES OF
THE VAR]OUS ELEMENTS FEDERAL‘ ND NO.-FEDERAL, CAN BE

. 5/ :
UTILIZED TO THE FULLEST EXTENT. IT SEEMS CLEAR THAT THIS

:COLLABORATIVE RELATIONSHIP CAN ONLY EXIST IF EACH ELEMENT
'RECOGNIZES TO THE ElTEhT FEASIBLE THE FUNDAMENTAL NEEDS OF

 THE OTHER ELEMENTS.

- -
-

IN THIS SPIRIT DHEW HAS CO“SCIOUSLY MADE EFFORTS TO CLOSE

- -

THE IDENTIFIED GAP BETKEEN THE FUNDAMENTAL INNOVATORS. THE
DEPARTHENT SUPPORTS AND THE PRIVATE INDUSTRIAL DEVELOPERS %HO
MAY BE NECESSARY TO THE DELIVERY OF END ITEMS, TO THE MARKET-
PLACE. THE STAKE IN CLOSING THIS GAP IS VERY HIGH. IN 1975
APPROXIMATELY 3.2 OF THE 13 BILLION DOLLARS, OR ONE- -QUARTER
SPENT BY THE .GOVERNMENT ON RESEARCH AND DEVELOPMENT OUTSIDE
. ITS OUN LABORATORIES, WENT IN THE FORM OF GRAXTS AND CONTRACTS
S0 70 UVIVERSI?IES. THE MAIN THRUST OF DEPARTMENT PATENT POLICY °

AS APPLIED TO UNIV RSITIES HAS BEEN DIRECTED TOWARD:

G 1.  ESTABLISHMENT GF PATENT MANAGEMENT FOCAL POINT
IN THE INNOVATING ORGANIZATION TRAINED TO ELICIT
3

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

; ) TESTIMONY BY DR. JAMES A. SHANNON, DIRECTOR, NATIONAL

E , INSTITUTES OF HEALTH, BEFORE TIE SUBCOMMITTEE ON PATENTS,

' TRADEMARKS, AND COPYRIGHTS OF THE SENATE COMMITTEE Oh L
THE JUDICIARY, AUGUST 17, 1965. .

s
.
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L]CENSING OF INDUSTRIAL DEVﬁLQPﬁRS. TH1S HAS
'BEEN?ACCOMPLISHED IV.THE MAIN BY EXECUTION OF
INSTITUTIONAL PATENT AGREE?ENTS (IPA) WITH .

g .UNIVERSITIES WILLING TO CREATE AND MAINTAIN SUCH

A FOCAL POINT. TﬂE IPA PROVIDES AS AN INCENTIVE

TO ESTABLISHMENT OF A PATENT FOCAL POINT, A FIRST:
-OPTIDN TO OWN ALL FUTURE ILVENTIOVS ARISING FROM

DHEW GRANT SUPPORTED RESEARCH. WE PRESENTLY HAVE .

- o . g.._-_...‘.-.-_—---- -~ ———
b

‘ 70 IPA, AND
; . ] _ :
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
OWN HENK- FUNDED INVENTIONS AND OUR ¥ATVER pndciu-;
WHICH PROVIDES FOR OWNERSHIP IN PETITIONING
. UNIVERSITIES NOT HAVING AN IPA WHO COME FORTH
WITH AN ACCEPTABLE DEVELOPMENT PROGRAM FOR AN

| 3 | d .
1DENTIFIED INVENTION.) - )

|
i
|
!
i
|
i
'
-

DHEKW FAS CAREFULLY CIRCUWJCRIBED THE CONDITIONS OF LICE‘SIVG
sITHIN WHICH A UNIVERSITY PATENT VAVAGzWENT FOCAL POINT OR -
SUCCESSFUL PbTIfIONER CAN FUNCT}ON. THESE CONDITIO\S HAVE
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"BECOME WELL LVOVN TO IhDUSTPIAL DtV‘LOP“RS AND HAVEZ BEEN

GRADUALLY ACCEPTED IN L1CEN SING ARnANGEMnhTS BY A BIDLNING
CIRCLE OF suCH DEVELOPERS.. THIS CCMPARES TO THE VIRTUAL 30YCOTT
REPORTED BY‘GAC'OF DEVELOPMENT OF NIH GENERATED DRUG LEADS

BY INDUSTRY DURING_fHE-lQbZ-lQ&S PER]OD.COVERED BY THEiR

REPORT. A MUCH MORE DETAILED DISCUSSION OF THE PHILCSOPHY
REHIND THE DEPARTMENT'S FATENT POLICY WAS MADE IN MY TESTIMONY
BEFOBM YOUR SLBCOV“ITTFE OGN DG ESTICuAND_INTERhATIO\AL SCIENTIFT

PLANNING AND ANALYSIS ON SEPTEHBER-ZQ, 1376.

SINCE 1969 THROUGH TEE FALL OF 1974 WE - ESTIMATE THAT THE
INTELLECTUAL PROPERTY RIGHTS TO 329 INNOVATIONS EITHER"
INITIALLY GENERATED, E “A\CE CR CORRORORATED IN PERFO MANCE

OF DHEW- FUND:D R“SEARCH WERE IN THE ﬁAVDS CF UNIVZIRSITIES'

PATENT I*VAG;HhhT OR SUCCESSFUL U\I\ERSI”Y P:TITIO\“RS rCR

" THE PURPOS“ OF. SOLICITIVG FURTHER INDUSTRIAL DLVEMOP”F\T

.oUPPORT. h; WERE ADVISED THAT DURIVG THE 1969w1°/4 P;RIOD

ot mmey

iEXCLUSIVE LICENSES UNDE% PATENT APPLICATIONS FILED ON THE

" HAD GENERATED COVHITWEhTS IN THE AREA OF 75 MILLION DDLL

THESE UNIVERSITIiES HAD NEGOTInTtD 44 NON-EXCLUSIVE AND 78
329

INNOVATIONS. WE UNDERSTAND THAT THE 122 LICENSES NEGOTIATED

RS QOF .

PRIV&TE RISK CAPIYAL SINCE 1874 TO THE END OF FISCAL Y"&R
19876 THE NUMBER OF IhVENTIO\S HELD BY UNIVERSITI S HAS

© SUBSTANTIALLY INCREASED TO 517. o
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I HAVE ATTACHED TO THESE COMMENTS SOME EXAMPLES OF

" INVENTIONS LICENSED BY UNIVERSITIES WHICH HAVE REACHED OR

ARE NEAR REACHING THE MARKETPLACE SINCE OUR 1974 SURvﬁY.
NOTENORTHY IS THAT THIS INCOMPLETE LISTING INVOLVES cbmmxTMENr
OF RISK CAPITAL OF APPROXIMATEILY 80 MILLION DOLLARS. As YOU
KILL hor;, THERE ARE A NUMBER OF PHARMACEUTICAL PRODUCTS

"ON THIS LIST. WE KNEW OF NO COMPARABLE SITUATIONS AT THE

TIME OF THE GAO REPORT OF 1968. I .KOULD CONJECTURE THAT THIS

NUMBER WILL INCREASE IN SUBSEQUE\T YEARS DUE TO THE OPPORTUNIT}
OF THE PHARMACEUTICAL INDUSTRY TO CAPITALIZE ON POSITIVE LEADS
'FROM THE NON-PROFIT SECTOR WHICH COULD RESULT IN REDUCTION

OF THE INDUSTRY'S ESCALATING R § D COSTS BY ELIMINATING A
NUMBER OF BLIND LEADS. (THE ULTIMATE SAVING WOULD BE THE '
DIFFERE\C; RETKEEN THE 11.5 AND 24.4 MILLIOY DOLLARS PER
SUCCESSFUL DRUG DEVELOPMENT MENTIONED PREVIOUSLY.)' THE RISE
IN SUCCESSFUL DEVELOPMENT BY INDUSTRY OF UNIVERSITY GENE RATED
INVENTIONS IS ALSO CONSIDERED SIGNIFICANT WHEN NOTING THE

. STEADY DECLINE IN INTRODUCTION OF NEW DRUG ENTITIES IN THB

. 6/
UNITED STATES FROM 65 IN 1959 TO 15 IN 197S. THIS SLIDE

MIGHT ALSO BE ATTRIBUTED Tb THE INCREASED COST OF DRUG

-

DEVELOPHENT. . ! o y

6/ PHARMACEUTICAL TIMES, APRIL 1976 (BASED ON DATA FROM

~  PAUL dé HAEN, INC.) AND HENRY G. GRAEOWSKI, "DRUG
REGULATION AND INNOVATION' IN EMPIRICAL EVIDENCE AND POLICY
OPTIONS,"™ AMERICAN ENTERPRISE FOR PUBLIC POLICY RESEARCH,
ASHINGTON, D. C. ' . I
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IN THIS CONTEXT 17 1S APPARENT THAT THE EXISTENCE OF A

. ICENSABLE PATENT RIGHT 1S5 PROBABLY A PRIMARY.FACTOR iN‘THE
TUCCESSFUL TRANSFER 0? A UNIVERSITY INNOVATION TO INDUSTRY

:%D THE MARKETPLACE, AXD FATILURE TO PROTECT SUCH RIGHT MAY

“ATALLY AFFECT A TRANéEER OF A MAJOR HEALTH INNOVATION.

1 BELIEVE SOME MEMBERS OF THE COMMITTEE ARE AWARE OF THE SPECU-
_LATION THAf PRIVATE DEVELOPHENT AﬁD MARKETING OF PENICILLIN

WAS FORECLOSED FOR OVEE 11 YEARS DUE TO THE LACK OF A PROPRIETARY -
DCSITlON VECESSARY TO THE PROTECTION. OF THE LARGE RISK _
INVESTH EhT INVOLVED y IT WAS ONLY AFTER THE UNITED SLATES.
éOVERNMENT UNDERTOO¥K THiS RISK UNDER THE PRESSURE OF WORLD

YAR II TEAT PENICILLIN's CURATIVE POWERS NERE MADE AVAILABLE

T0 THOSE SUFFERING FROM INFECTION.

IK ADDITION TO ;xiTIAL ADMINISIRATIONTO? THE TPA AND WAIVER

PROGRAM DISCUSSED, THE DdE” PATENT BRANCH ACTS AS THE PATENT
MANAGEMENT FOCAL POINT FOR ALL INNOVATIONS TO WHICH THE
DEPARTMENT RETAINS TITLE. THE DEPARTMENT'S PATENT PORTEOLIO
PLPSENTLX COVSISTS OF nPPROlIiATELY 400 PATENTS AND PATENT
nPPL]CATIOVS WHICH IN THE 1AIN ARE DERIVED FROM DHEW EMPLOYEE 9
INVENTIONS. A LESSER_hUhBER ARE ATTRIBUTABLE TO INVENTIONS
MADE BY EMPLOYEES' OF UNIVERSITIES OR COMMERCIAL CONCERNS FUNDED

7/ DAVID- MASTERS, MIRACLE DPUG THE HISTORY OF PENICILLINL
PUBLISHED BY G\RE § SPOTTI, WOODE, LONDON (1946}, PP.

104-105 AND . E _
THE LAW OF CHEMICAL, METALLURGICAL AND PHARMACEUTICAL PATENTS,

* FORMAN, EDITOR, PUBLISHED BY CENTRAL BOOK CO., NEW YORK
’ (1967). N : » ) X ** L.
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.BY DHEY GRANTS OR CONTRACTS WHI1CH THEY DID NOT CHOOSE TO

J2ANAGE OR WERE NOT PERMITTED TO MANAGE. - SINCE 1969 WE HAVE

PR WA Y

- GRARTED 18 EXCLUSIVE LICERSES AND 90 NON-EXCLUSIVE LICENSES

UNDER OUR PATENT PORTFOL10. UNFORTUNATELY, WE HAVE NO
STATISTICS ON THE AMOUNT OF RISK CAPITAL -COMMITTED TO DEVELOP-

ING THESE INVENTIONS TO THE MARKETPLACE, THOUGH NE BELIEVE

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