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o MY NAME IS NORMAN LATER I AM 'IHE PATENT COU\ISEL 'FOR THE DEPART\IE\T

. OF HEALTH, EDUCATION AND WELFARE MY OFPICE HAS THE INITIAL RESPO\SIBILITY -

FOR MANAGING THE INVENTIVE RESULTS OF THE DEPARTMENT'S 1.8 BILLIO\I DOLLAR

ANNUAL, RESEARCH AD DEVELOP\IENT BUDGET | | R
T VERY MUCH APPRECIATE YOUR INVITATION, SINCE I HAVE HAD A DEEP

INTEREST IN GOVERNMENT PATEN'I‘ POLICY WHICH HAS LED ME TO SERVICE ON EVERY

E MAJOR REVIEW OF GOVERNMENT PATENT POLICY IN THE LAST SEVEN YEARS, _IN '

THAT REGARD, I SERVED AS THE DRAFTSMAN FOR THE TASK FORCE WHICH DEVE.LOPED
THE "ALTERNATE APPROACH" FOR ALLOCATING THE INVENTIVE RESULTS OF . |
. GOVERNMENT FUNDED. RESEARCH AND DEVELOP\E\T FOR 'IHE 1971 cmmsszoxr ON |
e GOVERNI\IENT PROCUREMENT. AS YOU WILL RECALL FRO\I HIS 'IESTIl\in‘\IY DR. Fom\zzm : .

‘ CO’\ISIDERED THE "ALTER.W—\'IE APPROACH' THE CLOSEST EMBODIMENT OF HIS

) 'VIEWS AND RECGI\‘*\IENDATIO\IS FOR CO\IGRESSIO’\AL H\IACIMENI' OF. A UNIFORM

NATTONAL GOVERM‘-IENT PATENI’ POLICY
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"IN ADDITION, I HAVE SERVED ON THE DRAFTING GROUPS THAT DEVELOPED
| THE ERDA PATENT PROVISIO\ES THE FEDERAL PROCUREMENT PATENT AND LICENSING
" REGULATIONS WHICH YOU HAVE TAKEN NOTE OF AND WHICH WERE THE SUBJECT OF
* THE TWO PUBLIC CITIZENS cAsEs. ' BUT MOST RELEVANT TO m’ﬂsnmm TODAY,
1AM THE CHAIRMAN OF THE UNIVERSITY PATENT POLICY SUBCO\NITTEE OF THE:
- Now ABOLISHED FEDERAL COUNCIL FOR SCIE.‘L\CE AD TECHI\.OLOGY (FCST). IT IS
IS INTERAGENCY SUBCO\IMI’ITEE THAT WAS RESPONSIBLE FOR THE FEDERAL
* PROCUREMENT REGULATIONS ON U\TIVERSITY 'PATENT POLICY wr:»:n BY MR. noonRow _"

IN HIS TESTIMONY AND NOW CIRCULATI\IG FOR PUBLIC CO‘-‘\IE.\T I HOPE T0

- ELABORATE ON THE DEVELOPMENT OF THESE REGULATIONS LATER IN MY STATEMEN’I‘
MY SERVICE WITH THESE GROUPS AND MY DATLY INTERFACE WITH TNNOVATORS
* AND THETR ORGANIZATIONS HAS REINFORCED MY BELIEF IN THE FUNDAMENTAL

| PREMISES OF DHEW PATENT POLICY WHICH GIVEN THE FACT THAT COMMERCIALIZATION
 OF INVENTIONS MUST BE ULTIMATELY ACCOMPLISHED BY INDUSTRY SEEM CONCLUSIVE -
TO ME BUT, NOTWITHSTANDING, REMAIN A SUBJECT OF CONTINUING DEBATE. THUS,
THE DEPARTMENT SUPPORTS THE BELIEF THAT A GUARANTEE OF SOME PATENT
PROTECTION MAY BE NECESSARYI TO AN INDUSTRIAL DEVELOPER IN ORDER TO ASSURE
'UTILIZATION BY OR TRANSEER TO SUCH DEVELOPER OF nwmm RESULTS OF
 DEPARTMENT SPONSORED RESEARCH. THIS TS REFLECTED IN THE DEPARTMENT PATENT -
IIREGULATIONIS 45 C.F. R., PARTS 6 THROUGH 8, AND, IN PARTICULAR, SECTIONS

_ 6. 6, 8. l(b) AND 3. 2(b).. FURTHER THIS GUARANTEE MAY BE NECESSARY ‘.\.’HETHER o

" THE. INNOVATION BEI‘\IG CONSIDERED FOR DEVELOPMENT AND COI\MERCIALIZATIO\I WAS e

: 'MADE BY A GOVERNMENT UNIVERSITY OR INDUSTRY EMPLOYEE I‘N PERFORMANCE OF

_GOVERI\IMEI\."I' FUNDED. RESEARCH. - 'IHESE PREMISES SERM OBVIOUS TO ME, SINGE

IN[{ERENT 'IU THE. COVIMI'IMENI' OF RISK CAPITAL TO‘\IARD THE CO‘V[PLETION OF

o 3._DEVEL0P\{ENT IS A DECISION 0\: 'IHE PART 01= THE, I\IDUSTRIAL SR
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DEVELOPER ON WHE’IHER THE INTELLBC'IUAL PROPERTY RIGHTS I\T THE IN\OVATIO\I
'. BEING CONSIDEREIJ FOR DEVELOPMENT ARE SUFFICIENT TO PROTECT ITS I\ITERESTS. '
-COW"ERSELY FAILURE TO PROVIDE SUCH GUARAN’IEE IN CASES WHERE IT 1S5 . |

‘NECBSSARY MAY FATALLY- AFFECI' UTILIZATIO\E OR TRANSFER OF A \HJOR IN\OVATIO\I. .
- ACCORDINGLY IT WOULD SEEM THAT THE RESEARCH AND DEVELOP‘\‘IENI' AGEL\‘.CIES o

 SHOULD BE UNDER A HEAVY OBLIGATIO’\I TO ASSURE AVAILABILITY OF PATEN’I‘ B

* PROTECTTON WHEN PRIVATE RESOURCES ARE NEEDED 10 ACHIEVE. COEBIERCIALIZKI’IO‘\I. e

| CIT IS MY OWN BELIEF THAT ANY comovmsy OVER GOVERI\MENT PATENT

K POLICY AT LEAST IN THE RESEARCH AD DEVELOPMENT AGENCIES, IS NOT, AS .
COMMONLY STATED, WHETHER THE GOVERMJENT SHOULD TAKE "TITLE" OR "LICENSE"™
IO INVENTIVB RESULTS IT HAD HJNDED, BUT WHEN AND TO WHAT EX’I’EN’I‘ THE

'GUARANTEE OF PATENT PRO’IECTION NOTED ABOVE SHOULD BE MADE TO INDUS’I’RY
. ACCORDINGLY, EVERY RBSEARCH AND DEVELOP‘VIENI' AGENC‘.( 'I’I-L‘&T HAS TESTIFIED

- INCLUDING DHEW, BELIEVES IT HAS 'I'HE DISCRETIO\I WHETHER DERIVED FROM STATUTE, "
: AGENCY REGUIATION OR 'IHE PRESIDENI‘ 'S STATE"ENT ON PA‘IENT POLICY, TO -
* WAIVE OR LICENSE PATENT RIGHTS WHEN IT IS DEEMED APPROPRIATE TO ACHIEVE .'

" COMMERCIAL UTILIZATION. IN DHEW THAT DISCRETTON IS DERIVED FROM
' DEPARTMENT REGULATIONS AND THE PRESIDENT'S STATEMENT RA'IHER THAN STATUTE.
. THERE 1S NO DIFFERENCE OF OPINION AMONG THE, RFSEARCH AND DEVELOPME\IT __
'AGENCIES THAT THIS DISCRETION SHOULD EXIST. - '
| - THE MORE MEANII\GPUL PROBLEM IS SIMPLY THAT 'IHE AGENCIES HAVE NOT
. UTILIZED THIS DISCRETION ON A UNTFORM BASTS TN SL\[ILAR FACT SITUATIONS

-.__'TO THE E}CI'ENT THAT SG‘-IE AGENCIES HAVE NOT FELT IT NECESSARY '10 DEVELOP A

ey b8




o I\MNAGE!D«T MEGHANISM TO ENTERTAIN REQUESTS FOR LICENSES OR WAIVERS |
ON ANY BASIS. THIS IS EVIDENCED BY THE LACK OF ACTIVITY NOTED IN
- LICENSE AND WAIVER CATEGORIES FOR SOME AGENCIES IN THE "ANNUAL |
.REPORT ON GOVERNMENT PATENT POLICY" PUBLISHED BY FCST. =
T WOULD NOW TURN MY ATI‘ENTION TO THE ALLOCATION 01= INVENTTONS ~
ARISING FROM GOVERND:IENT SPO\ISORED 'RESEARCH AT UNIVERSITIES AND

 NONPROFIT ORGANIZATIONS. THIS IS AN AREA OF VITAL INTEREST TO DREW, |
* BECAUSE ‘THE DEPARTMENT IS BY FAR THE LARGEST SINGLE SOURCE OF ERCE
 FUNDING FOR SUCH RESEARCH IN THE UNITED STATES, AND PROBABLY THE
* WORLD, AND FURTHER, BECAUSE THE SUBSTANTIAL MAJORITY OF ALL TTS RESEARCH
 FUNDS ARE USED TO SPONSOR RESEARCH AT UNIVERSITIES AND NONPROFIT | )
- ORGANIZATIONS. WHILE THE ALLOCATION OF RIGHTS OF INVENTIONS MADE -
BY DEPARTMENT EMPLOYEES AND FOR-PROFIT CONTRACTORS 1S AN 'MJORTANT |
 MATTER, T WILL ONLY NOTE THAT THE POLICIES COVERING THIS AREA IN
“THE DEPAR’IMENT ARE STMILAR TO THOSE OF NASA AND ERDA. DIPPEREE\_CES
ARE EVIDENT ONLY IN APPLICATTON AND RESULT. = o |
~ “IN THE HISTORICAL 1939 LETTER FROM IR. EINSTEIN 70 PRESIDENT |-
': 'ROOSEVELT Poim‘me OUT TO THE PRESTDENT THE IMMINENCE OF THE FIRST PR TR B
- _.CONTROLLED NUCLEAR CHAIN-REACTION D THE ADVENT OF THE ATOMIC AGE,

DR EINS’I‘EIN MADE




.—S_....

|  THE FOLLOWING RECOMMENDATIONS WITH A VIEW TONARD EXPEDITING THE WORK:
. IN VIEW OF THIS SITUATION YOU MAY THINK IT DESIRABLE 0 .

HAVE SOME PERMANENT CONTACT MAINI‘AI\TED BETWEEN THE ADMINISTRA- | E

" TION AND THE GROUP OF PHYSICISTS WOR}\ING ON CHAIN REACTIO\IS T B

™ AMERICA. ONE POSSIBLE WAY OF ACHIE\W THIS MIGHT BE FOR

YOU TO ENTRUST WITH THIS TASK A PERSON WHO HAS YOUR CO\IFIDE;’\CE
AND wao COULD PERHAPS SERVE IN AN U\OFFICIAL CAPACITY HIS -
| TASK MIGHT COMPRISE THE FOLLOWING: - - R |
a TOAPPROACH GOVERNMENT DEPARTMENTS, KEEP THEM E TR I
INFORMED OF THE FURTHER DEVELOPMENT, AND PUT FORWARD
| REC@MENDATIONS FOR GOVERNMENT ACTION, GIVING
 PARTICULAR ATTENTION TO THE PROBLEM OF SECURING A
SUPPLY OF URANIUM ORE FOR THE UNITED STATES
'b) TO SPEED UP THE EXPERIMENTAL WORK, WHICH 15 AT

PRESENT BEING 'CARRIED ON WITHIN THE LIMITS OF THE
BUDGETS OF UNIVERSITY LABORATORIES, BY PROVIDI\G FU\TDS

IF SUCH FUNDS BE REQUIRED, THROUGH HIS CONTACTS WITH.
PRIVATE PERSONS, WHO ARE WILLING TO MARE. CO'\I'IRIBUI'IO‘\IS
FOR 'IHIS CAUSE AND PERHAPS ALSO OBTAI\IING THE COOPERATIO\I

OF INDUSTRIAL LABORATORIES ‘.\rIICH HAVE THE NECESSARY EQUIPVIEN

(BMPHASTS ADDED) | =
™ THESE FEW WORDS DR. EINSTEIN SERS TO HAVE PROPERLY IDENTIPIED

AND ASSIGNED TG EACH ELEI\IENT OF 'IHE COLLABORATIVE mx HE DEI::MED
LECESSARY TO THE COMPLE’I‘IO‘\I OF DEVELOP\IENT 'IHE DUTY. WHICH EACH wouw .
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PERFORM BEST. THUS, HE SUGGESTS THAT THE UNIVERSITIES BE AIDED IN
- COMPLETING THETR EXPERTMENTAL OR FUNDAMENTAL RESEARCH, THAT INDUSTRIAL
 LABORATORIES BE TAPPED FOR THEIR ABILITY TO BRING SUCH FUNDAMENTAL
' FINDINGS  INIO PRACTICAL APPLICATION THROUGH THE USE OF THEIR EQUIPMNT
 AND THE GOVERWENT ACT AS THE CATALYST OR TMPRESARIO I’\I BRINGING THESE |
" FACTORS TOGETHER. | T SR
S SIVPLE AS R. EINSTEIN'S FORWLA FOR DELIVERY OF THE RESULTS OF
: FUNDAVENTAL RESEARCH INTO PRACTICAL USE APPEARS, THE DEPARTVENTS AND
* AGENCIES OF THE EXECUTIVE HAD DONE LITILE TO FORMULIZE IT UNTIL RECENT
YEARS. THE CLOSING OF THE ENORMOUS GAP BE'IWEEN THE FUNDRVENTAL FINDINGS
 OF UNIVERSITIES IN NEW FIELDS OF KNOWLEDGE AS DRAVATICALLY INNOVATIVE AS
. RADAR, COMPUTER MEMORY CORES, LASERS, ANTIBIOTICS, EIC., AND THEIR
| PRACTICAL IVPLEMENTATION BY INDUSTRY,WITH THE EXCEPTION OF THE FEW CASES
| _ '-M{ERE THE GOVERNMENI‘ HAS DETERMJ.NI:.U TO PROVIDE THE u..uﬂ' NUED FUND
INDUSTRY FOR DEVELOPMENT OF SUCH FINDINGS,HAS BEEN LEFT TO RANDOM AND |
VHAPHAZARD ZEXECUTIO\I | o -
) FROM THE VIEWPOINT OF THE GOVERNMENT AND “HE PUBLIC, THE STAXE
- IN CLOSING THIS GAP IS VERY HIGL THE SHEER MAGNITUDE OF COVERNMENT
- SUPPORT OF RESEARCH AND DEVELOPVENT AT UNIVERSITIES APPEARS TO DEMAND
 EVIDENCE OF USEFUL RESULTS IF IT IS TO BE CONTINUED IN THE PREVAILING
;'.cowmrrm\: FOR THE FEDERAL DOLLAR. IN FISCAL YEAR 1972 ARPROXTMATELY

e $3.1 BILLION OF THE $12 BILLION OR OVER 0\15 QUARTER SPENT BY THE

; ﬁ GOVERI\IMENI‘ ON RESEAR(H AND DEVELOPVIENT OUTSIDE ITS O‘,W LABORATORIES WENI' T
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_IN THE TORM OF GRANTS AND CONTRACTS TO UNIVERSITIES. OF THE §5.1 BILLION,
THE DEPARTMENT OF HEALTH, EDUCATION AND WELFARE WAS RESPONSTBLE FOR
- ADMINISTERING $1.2 BILLION. B
| ON SEPTEMBER 23, 1975, THE FEDERAL COUNCIL ON scm\c:ﬁ AND TECHNOLOGY 'S
- COMMITTEE ON GOVERNMENT PATENT POLICY RECRMUENDED, ON THE BASIS OF TS
| DNIVERSITY SUBCOMMITTEE'S STUDY, THAT ALL AGENCIES OF THE EXECUTIVE BRANCH
| PROVIDE TO UNIVERSITIES A FIRST OPTION 10 SUBSTANTIALLY ALL FUTURE .

' INVENI'IONS GENERATED WITH FEDERPJ.. SUPPORT, SUBJECT: TO STATU'IURY AUIHORITY TC THE S

| €ONTRARY, PROVIDED THAT THE INVENTING ORGANTZATION s FOUND TO HAVE AN
 IDENTIFIED TECHNOLOGY TRANSFER FUNCTION. THIS FIRST OPTION TO onmasmp
1S SUBJECT TO A NOMBER OF CONDITIONS, THE MOST TMPORTANT OF WHICH ARE |
THE STANDARD LICENSE TO THE GOVERNWMENT, A LIMIT ON THE TERY OF ANY EXCLUSIVE
| LICENSE GRANT.ED AUTHORITY TO wrrmamv SPECIFIED PROJECTS FROM THE OPTTON,

A REQUIRBMENT THAT ROYALTY INCOME BE UTILIZED FOR EHUCATIO\AL OR RESEARCH
PURPOSES, WITH THE EXCEPTION OF A REASONABLE SHARE TO THE INVENTOR, AND

THE RIGHT OF THE AGENCY TO REGATN OWNERSHIP DUE TO PUBLIC INTEREST =~
|CONSIDERATIONS OR THE UNIVERSITIES' FAILURE TO TAKE EFFECTIVE STEPS TO '_ |
COM‘/IERCIALIZE THE INVENTION. | . L

IN ADDITION, THE COMMITTEE ALSO DIRECTED 'IHAT AN I\I'IERAGEI\CY

| COMMITTES BE FORMED FOR THE PURPOSE OF JOINT AGENCY IDENTIFICATIOV OF o

~ UNIVERSITIES HAVING A SATISFACI‘ORY TECHNOLOGY TRANSFER FU\TC.'I‘ION AS I\OTED 5

IMPLE\JENI'ATIO\I OF THE COUNCIL'S RECO\ZVENDATION IS Now BEING CIRGIMTED FOR

i PUBLIC COM&ENT IN THE FORM OF A PROPOSED FE.DERAL PROCUREMENT REGULATION B

BNy e, romry
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AT THE OUI"SET OF ITS STUDY, THE U\TIVERSITY SUBCOMMITTEE IDENTIFIED |

- SOME GENERAL PREMISES FROM M{ICH IT WOLH..D BE ‘NECESSARY TO PROCEED. AS
YCU WILL NOTE ALL OF THESE PREMISES WERE IN'I'UITIVELY U\IDERSTOOD BY

. DR. EINSTEIN N 1939._

" FIRST, A SYMPATHETIC A ENCOURAGING FEDERAL CLIMATE IS VERY
- IMPORTANT 'ro TECHNOLOGICAL PROGRESS THUS, IN CASES WHERE THE R‘EQUIREMEN’I‘ e
 FOR UNIVERSITY/INDUSTRY RELATIONS IS NOT MET TN A ‘SATISFACTORY MANNER,

:GOVERNz\iENI' CAN HAVE AN IMPORTANT ROLE TO PLAY AS A CATALYST OR "IMPRESARIO"
 IN CREATING THE FRAMEWORK WITHIN WHICH REGULAR CONTACTS TAKE PLACE BETWEEN-
UNIVERSITY AND INDUSTRY | e
 SECOND, THE UNIVERSITY COMMUNTTY AND INDUSTRY, LEFT TO THEIR OHN

- INITIATIVES WILL- PROBABLY BE UNABLE TO GENERATE THIS ATMOSPHERE. PRIVATE
 BUSINESS, EVEN THOUGH CO\ICERNED WITH INSTITUTIONAL BARRIERS THAT PRECLUDE.
* SYSTEMS TNNOVATIONS, CAN'T DO MUCH ABOUT IT. THEY ARE RESPONSIBLE FOR
OUTPUTS OF THEIR BUSINESSES AND MUST ORDINARILY NORK: WITHIN THE NARROW
" CONFINES OF THE COMPANIES® RESPONSIBILITIES 10 MAXI’\BZZE PROFITS AND

'.M{NIMIZE RISKS FOR THE FIRM. o _ | o

‘THIRD, THERE APPEARS '1‘0 BE AN ABSOLUTE NEED FOR INDUSTRIAL .

 COLLABORATION WITH UNIVERSITIES IF THE RESULTS OF GOVERNMENT-SPONSORED
UNIVERSITY RESEARCH ARE TO REACH THE MARKETPLACE. THIS zs TRUE, SINCE |
MUCH OF THE WORK PERFORMED UNDER GOVERENT-SPONSORED GRANTS AND CONI'RACTS

| AT UNIVERSITIES IS BASIC AS OPPOSED TO APPLIED RESEARCH INVE.NTIO‘\IS

' :-ARISING OUT OF BASIC RESEARCH INVOLVE AT MOST COMPOSITIO\‘S OF I\«IATI'ER WITH :
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 NO CLEAR UTILITY, PROTOTYPE DEVICES, OR PROCESSES tmxcn'USUL\LLY 'REQUIRE

o _ .I‘IUCH ADDITIONAL DEVELOPVENI' UNIVERSITIES THEMSELVES DO NOT UT\TDLRTI\KE

THE COMPLETE DEVELOPMENT OF SUCH INCHOATE INVENTIONS, AS DEVELOPMENT
. LEADING TO CO\MERCIAL MARKETING TS NOT ORDINARILY WITHIN THE SCOPE OF
' THEIR MISSIONS OR PHYSICAL CAPABILITY  FURTHER, FINANCING OF THAT TYPE =
OF DEVELOPMENT WORK NEEDED IS NOT GENERALLV AVATLABLE FROM GOVERNMENT
SOURCES. THERE ARE MANY MORE INVENTIVE IDEAS THAN FEDERAL RESOURCES
| ';FOR DMLOﬁB@T PURPOSES. CONSEQUENTLY DEVELOPMENT OF SucH mvrmxows -

_ WILL GENERALLY BE ACC@JPLISPED ONLY I\HERE INDUSTRY HAS KI\OI‘.’LEDGE OF 'IHEM o

| AND HAS AN INCENTIVE T0 UTILIZE ITS RISK CAPITAL TO ERING 'IHEM T(} 'I‘HE
| LAST THE DIFFICULTY OF COLLABORATIO’\I IS COMPOUNDED WHEN 'IHOSE WHO

NOW PERFORM ESSENTIAL PARTS OF A FUNCTIO\ REFUSE TO MODIFY THEIR OPERATIO\’S '

TO MEET THE NEEDS CF THE_VWHOLE SYS'ITEM. (THE RESEAR_CH AND DE_VEIDPMENT AGENCIES
WERE NOT EXCLUDED AS ONE.' OF THE PRINCIPALS WHO MUST MODIFY ITS QPERATIONS.) :

 THESE VESTED INTERESTS CONSTITUTE THE MOST SERIOUS INSTITUTIONAL BARRIERS

‘TO SOCIALLY IMPORTANT INNOVATIONS. ORDINARILY, THE PRINCIPALS CAN'T BE
~ ORDERED TO COLLABORATE. NOR WILL THEY DO SO UNLESS THEY SEE SOMETHING IN B
" IT FOR THEMSELVES. THE PROBLEM PERCEIVED WAS HOW TO PROVIDE THE MEANS FOR

 INDUCING THEM TO INTEGRATE VOLUNTARTLY INTO A SYSTEM THAT PERFORMS A

SOCTALLY DESIRABLE FUNCTION. =~ S
| WITH THESE PREMISES IN MIND, THE U\IIVERSI'IY SUBcomm'EE IDENTIFIED

' V'IHE FOLLOWING .AS THE PRIMARY PROBLEMS THAT NEEDED TO BE OVERCO'\TE BEFORE -

.'_.__'.'OPTIM!M RESULTS IN ’IRANSFBRRI’\IG 'nacmowc\: COULD BE ACHIEVED.
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* FIRST, AND THOUGHT TO BE THE MOST IMPORTANT, WAS THE CONCLUSION
THAT UNIVERSITIES DO NOT GENERALLY HAVE AN ADEQUATE MANAGEMENT CAPABILITY

TO FACILITATE 'IHE TIMELY IDENTIFICATION, PROTECTION AND TPE TRANSFER OF
. THEIR INVENTIVE RESUI.TS T0 INDUSTRIAL CO\CERNS THAT MICHI‘ MAKE USE OF .

| - THEM EVEN ‘THOSE ORGANIZATIO\TS HAVING THE RIGHT TO TRANSFER A DEGREE OF

- PATENT PROTECI’IO‘\F DESIRED BY INDUSTRY MAY WELL FAIL TO SUCCEED IN
ENCOURAGING UTILIZATION IF AN ADEQUATE, ORGANTZED EFFORT 0 IDENTIFY
- PROTECT AND COMMUNICATE THESE RESULTS IS NOT \ME |
o ITwas PERCEIVED THAT THE MERE EXIS’I'ENCE OF A BODY OF RESEARCH
PUBLICATIONS AND OTHER TECHNICAL INFORMATION WAS NOT ENOUGH TO RESULT IN
SIGNIFICANT INDUSTRIAL INVOLVEMENT IN FURTHERING DEVELOPMENT.
SECOND, WAS THE "'NOT-INVENTED-HERE" SYNDROME.  INDUSTRIAL ORGANTZA-

TIONS HAVE COVMERCIAL POSITIONS IN MDST AREAS OF THEIR RESEARCH. ACCORD~

INGLY, THERE IS

: _DEVELOP THE RESULTS OF THEIR RESEARCH IN ORDER TO IMPROVE THEIR CO\ﬁ\-IERCIAL

fag n'n.r 'rxr TINT T ‘r\‘rcEle 1‘171" b o

‘_. ﬂUL} SE IN TI LY OANT “A_'PTn\TC! ™ F IRTHER

()0 I o
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. POSITION. 'IHIS INCENI' IVE STEMS FROM THE ORGANIZATIO’\I‘S ABILITY TO

' CONTINUGUSLY EVALUATE THEIR RESEARCH THROUGH ALL STAGES OF ITS DEVELOPNENT.

IT FOLLOWS THAT THERE WILL BE A LESSER II\CENI'IVE FOR INDUSTRY TO FURTHER |

.- - DEVELOP THE RESI.IL'I'S OF INIVERSITY RESEARCH WHERE SUCH RESEARCH WILL NOT BE -
._'UNDER ITS INITIAL REVIEW OR CONTROL. IT WAS SUGGESTED THAT THIS BIAS

TOWARD INVESTMENT IN FUR'IHER DEVEIDPDE\IT OF ITS OWN IDEAS RA'I'I{ER 'IHAN

. IDEAS FRO‘-I OUTSIDE SCURCES, MIGHT BE LESSENED BY EARLY IDENI‘IFICATIO‘\T BY

 INDUSTRY OF UNIVERSITY INVESTIGATORS WHO MAY BE WORKING IN 'IH‘EIR AREAS OF -

: INTEREST
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: I'HIRD WAS THE .UNCERTAINIY .OIIER C‘:\NERSHIP OF INVENTIONS MAI)E AT
| INIVERSITIES 'I'HAT MAY BE COLLABORATIVELY DEVELOPED DR ARE I ITIALLY |
o GENERATED 'I'HROUGH A COLLABORATIVE RELATIO\ISHIP
_ | o DHEW HAD NOTED SITUATIO’\TS OF INDUSTRY REFUSAL TO COLLABORATE WITH
- .___'U\IIVERSITIES IN BRINGING DHEW—FU\’.DED I‘IVENI‘IO\IS TO THE \IXRI\’.E’I'PLACE U\ILESS-

. ' "PROVIDED SOME PA'I'ENT PRO'I‘ECTIO‘\I AS QUID PRO QUO FOR ADDITIONAL IWES’NRRT'
Ao DEVELOP’V[ENI' REQUIRED.
- THIS WAS SUBSTANTIATED BY THE HARBRIDGE HOUSE STUDY AND A 1968 GAO
~ REPORT NO B- 164031(2) ENTITLED *'PROBLEM AREAS AFFECTING USEFULNESS OF
- -RESULTS OF GOVERM\IERT—SPORSORED RESEARCH IN MEDICINAL CHEMISTRY." BOTH
' OF THESE STUDIES _INDICA’I‘ED A VIRTUAL INDUSTRY-WIDE BOYCOTT BY PHARm- "
| (EU‘I‘ICAL FIRMS 0 'msi' COMPOSITIONS OF mm SmSIZED OR ISOIATED. o
| BY DHEW GRANT- SUPPORTED INVESTIGATORS DUE TO DHEW'S PATENT PRACTICES AT

- THAT TIME. - INDUSTRY FELT DHEW PA’IENT PRACTICES FAILED T0 TAKE INI'O CO‘\ISIDER—

~ATION THE LARGE PRIVATE INVESTMENT BEFORE SUCH cowosmows COULD BE
'MARKETED AS DRUGS. SNILAR STTUATIONS HAD OCCURRED IN THE AREA OF MEDICLAL

B .HARDWARE DEVICES.

_ IT WAS DETERMINED FROM ‘THE EXPERIE.\CES I\OTED IN INIVERSITY DEALINGS
B WI‘I'H THE PHARMACEUTICAL INDUSTRY AND MEDICAL DEVICE MQNUPACIURERS THAT 'I'HERE

- 1W]ILL BE THE SAME RELUCI'ANCE TO COILABORATE WITH UNIVERSITIES IN BRINGING " _

- OTHER HIGH-RISK INVENTIONS TO THE MARKETPIACE IP SOME PATENI‘ EXCLUSIVITY

13 NOT FIRST PROVIDED TO THE DEVELOPER. | o
SRR FOUR’IH IS THE PROBLEM OF CONTAMII\ATION AS USED BY I\TI)US‘I’RY AND '-';-“; e
| i UNIVERSITY INVESTIGATORS "CONTAMINATIO\I" MEANS THI—: POTENTIAL C(NPRGMISE.'. -;':.;_

OF RIGHTS IN PROPRIETARY RESEARCH RESULTI’\G FROM EXPOSURE op INDUSTRY 0 S

Y ul g "
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_ IDEAS, COMPOSITIONS, AND/OR TEST RESULTS ARISING FROM GOVERNMENT-SPONSORED -

© RESEARGH. FOR EXAMPLE, AN INVENTION MADE AT A UNIVERSITY UNDER A
 GOVERNMENT-FUNDED RESEARCH PROGRAM 1S LOOKED INTO BY A cmmmw DOING
| PARALLEL RESEARCH. IF THE COMPANY TNCORPORATES INTO ITS RESEARCH PROGRAM
'SOME OF THE RESEARCH FINDINGS OF THE UNTVERSITY AND THEN DEVELOPS A
 MARKETABLE PRODUCT PATENTABLY DISTINCT FROM THE U\IIVERSITY‘S INVENTION,
THE COMPANY FEARS THAT THE GOVERNMENI‘ IS IN A POSITION TO ASSERT CLALNS

0 THEIR PRODUCT.

70 OVERCOME THESE BARRIERS TO Iﬁcmomgy TRANSFER, 1T WAS DEEMED
 ESSENTTAL TO THE .SUBCO\MTTEE' THAT THE GOVERNMENT PERSUADE UNIVERSITIBS
TO PROVIDE A MANAGEMENT CAPABILITY WITHIN THE msnmrzm THAT WILL
| SERVE AS A FOCAL POINT FOR TDENTTFICATION, RECEIPT. AND PROMPT PRD’IEC’I‘IO\I
OF THE INVENTIVE RESL S 01: UNTVERSITY RESEARCH FOR LATER DISSEMINATTON
 BY TTSELF OR OTHER MANAGE\ENT ORGANTZATIONS TO THOSE INDUSTRIAL CONCERNS
MOST LIKELY TO UTILIZE SUCH RESULTS. IT WAS THE CONCLUSION OF THE SUB--
 COMMITIEE THAT THIS MIGHT BE ACCOMPLISHED BY GUARANTEEING TO dNIVERSITIvs
AT THE TIME OF FUNDING, PATENT RIGHTS TN GOVERNMENT-SUPPORTED INVENTIONS
IN RETURN FOR ESTABLISHMENT OF SUCH A MANAGEMENT CAPABILITY. |
| 1 BELIEVE THAT ONE OF THE PRIMARY BASES FOR THE RECOMMENDATION 1*.AS
| THE REALIZATION THAT A SUBSTANTIAL MAJORITY OF TNVENTIVE IDEAS REQUIRES
"ADVOCATES'" IN ORDER TO REACH THE MARKETPLACE, AND THAT EXPERTENCE

A INDICATES 'IHAT THE INVENI'ING ORGANIZATIO\I IF INTERESTED IS A MORE LIKELY'
_'“ADVOCATE" 'I?MI\I A LESS PROXIMATB AND NOT AS EQUALLY CO"ICERNE}J GOVBRNMENT

" _STAPF;f;_"‘ S
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HISTORY IS REPLETE WITH EXAMPLES oF Im'rm\is NOW AccéP'rED AS
~ PART OF QUR CULTURE, WHICH REACHED FRUITION ONLY DUE “TO THE PERSEVERANCE
 OF AN ADVOCATE. CIT IS SAID THAT THE INVENTOR OF XEROX CHESTER CARLSO\
' CONTACTED OVER ioo CO‘\ICERNS BEFORE HE WAS ABLE T0 OBTAI‘\I A FI’\IANCIAL
| COI\«NI'HENT FOR DEVELOPMENT SIMIIARLY SAMUEL B. MORSE ARGUED mouc;H _
N 'FIVE YEARS BEFORE HE WAS ABLE T0 OBTATN §30, 000 FROM CONGRESS TO BUILD - |
E A TEST LINE FOR HIS TELEGRAPH BETWEEN WASHINGTON AND BALTII\DRE THERE o

o IS NO EVIDENCE THAT A GOVERNVENT ORGANIZATION WOULD BE WILLING TO DUPLICA’IE

| THAT KIND OF EFFORT NOR TS IT APPARENI‘ THAT MANY ORGANIZATIO\ES OR PERSO\S =
'WOULD, ABSENT A PROPERTY RIGHT. | - | |
' THE GUARANTEE OF PATENT RIGHTS TO THE UNIVERSTTY CARRIES WITH IT
“THE RIGHT TO LICENSE COMMERCIAL CONCERNS, THUS CREATING THE INCENTIVE
" NECESSARY FOR DBVELOPMENI' IN THOSE SITUATIONS WHERE COLLABORAMON WOULD
NOT OTHERWISE BE ACCOMPLISHED AND LESSENING OR ELTMINATING INDUSTRY FEAR
OF CONTAMINATION. . FURTHER, UNDER SUGH A POLICY, COLLABORATIVE ARRANGEMENTS
 COULD BE MADE WHEREI\I INDUSTRY'S PARTICIPATION IS PROTECTED BEFORE IT |
IS EVEN CLEAR WHETHER OR NOT INVENTIONS WILL BE MADE. SUCH PRIOR
- ARRANGEMENTS SHOULD MINTMIZE THE PROBLEM OF THE "NOT-INVENTED-HERE"
- SYNDROME, SINCE A COLLABORATOR WOULD NOT BE VIEWED AS AN "OUTSIDER."_ e
" THE PROSPECT OF A ROYALTY RETURN IS MEANT 10 ASSURE THE TNVENTOR'S '
;-CO\II‘II\’UED INVOLVEMENT. Gl e "
" IT IS BELTEVED THAT THE COl\fMI'ITEE'S RECOI‘vM"NDATIO‘\IS PROVIDE THE
B 'MEANS T0 INDUCE VOLUNTARY INTEGRATION INTO A SYS',['EI»I 'IHAT WILL OPTIMIZE -

mcmomcr TRANSFER THROUGH, RECOGNTTION. OF THE EQUITIES OF ALL 'IHE PARTIES. o
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TO A LARGE EXI'ENT THE SEPTEMBER 23RD RECO’\K\IENDATIO‘\IS OF T{{E CO\MITTEE Lo

ON GOVERNMENT POLICY ARE A RA'I‘IFICATIO\I OF THE PRACTICES II\IPLI:MENTED
| _.-BY DHEW SINCE 1969 AND THE NATTONAL SCIB\CE FOUNDATION SI\TCE 1974 THE |
- -PHEW PRACT ICES IN T[}RN WERE INITIATED IN PART THROU(H THE I\IPETUS -
. CREATED BY THE CRITICAL REMARKS FROM THE 1968 GAO STUDY ME’\"I‘IONED
. 'PREVIOUSLY ON 'IHE LACK OF TIMELINESS IN PROCESSING PETITIO\IS FOR WAIVERS
| .OF IDENTIFIED INVENTIOVS AND 'IHE NEED T0 CLARIFY 'II-IE USE OF I\TSTI'IUTIONAL

PATENT AGREEMENI‘S WHICH GI.L’-\RANTEE FUTURE I\TVENTION RIGHTS TO U\IIVERSITIES

" WITH TECHI\OLOGY TRAL\SFER CAPABILITIES
~ - IN OCTOBER 1974 THE DEPAR'II\IENT COLLECTED SOME ROUGH S'I‘ATISTICS ON
. MANAGEMENT OF PATENT RIGHTS LEFT TO UNIVERSITIES. THIS STUDY INDICATED
o THAT 167 PATENT APPLICATIONS WERE FILED SINCE 1969 BY INSTITUTIONS WHO
j__'CHOSE TO EXERCISE THEIR FIRST OPTION TO I\TVE\JTIO\I RIGHTS UNDER THEIR
JINSTITUTIONAL ~PATENT AGREEMENT. UNDER THE 167 PATENT APPLICATIONS -
| "I_-‘ILED,_ THE UNIVERSITIES HAVE NEGOTIATED 29 NONEXCLUSIVE LICENSES AND 43

EXCLUSIVE LICENSES. SE‘ENIEEN JOINT FUNDING ARRANGEMENTS WITH COMMERCIAL -
S ORGANIZATIONS INVOLVING ONLY THE POSSIBILITY OF RIGHIS TO FUTURE '
-,_INVENTIO’\IS HAVE BEEN MADE. THIS IS AN I‘\{PORTANT STATISTIC SINCE iT

INDICATES A WILLINGNESS TO MAKE ARRANGEMENTS PRIOR TO 'IHE TIME THAT

" INVENTIONS HAVE BEEN MADE ON 'm:e BASIS THAT THE INSTITUTIO\I HAS 'IHE .

VFLEXIBILITY OF PROVIDING TO THE CO'\ICERN SOME INVENI'IO\I RI(HIS IF AN

o ,,INVENTIO\I SHOULD EVOLVE FROM THE JOINTLY FUNDED EFFORT. THE INSTITUI’IO\I
SR GAINS THIS ABILITY TO NEGOTIA’IE BY VIRTUE OF ITS INSTITUTIONAL PATENT
S i__.AGREEMENT WE WERE ADVISED 'IHAT ON 'IHE BASIS 01= ALL THE AGREEMENTS Ncmsn L
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* APPROXIMATELY 24 MILLION DOLLARS OF RISK CAPITAL MAY BE COMMITTED TO
THE DEVELOPMENT OR MAKING OF INVENTIONS EVOLVING WITH DHEW SUPPORT.
" UNDER OUR DEFERRED DETERMINATION POLICY, WHICH IS APPLICABLE TO AL

UNIVERSITIES WHO I-LAVE NOT YET ESTABLISHED A TECH[\OLOGY TRANSFER CAPABILITY, '_
o IT WAS DE'{ERMINED THAT SINCE JULY 1, 1968 178 PETITIO“S FOR WAIVER |

| -'01-‘ AN IDENTIFIED INVENTION HAVE BEEN REVIEWED AS OF OCTOBER 1974. OF
 THESE 178, 162 PETTTIONS WERE GRAN'IED U\TDER THE 162 PETITIO"IS GRANTED;,
THE INSTITUI‘IO\S INVOLVED AND RESPO\IDI\G HAVE, 0 OCTOBER 1974 GRAN'I'BD
15 NONEXCLUSIVE LICENSES AND 35 EXCLUSIVE LICENSES. THESE LICENSES HAVE
- 'GENERATED A POSSIBLE ccwmm OF RISK CAPITAL OF AS MUCH AS 53 MILLION_;
. " ONE OF THE PETITIONS GRANTED INVOLVED A BURN OINTMENT DISCOVERED AT
. _A UNIVERSITY, WHICH WAS PA'I'ENTED FOR THE UNIVERSITY BY RESEARCH CORPORATIO’\I

'LICENSED TO A PHARMACEUTICAL COMPANY, CLINICALLY TESTED UNDER THE DIRECTION

- OF THE COMPANY,. AND CLEARED BY THE FOOD AND DRUG ADMINISTRATION ON THE
COMPANY'S INITIATIVE. THE DRUG IS NOW COMMERCIALLY AVATLABLE. TO MY

' KNOWLEDGE, THIS IS THE ONLY DRUG OUTSIDE THE.CANCER CHEMOTHERAPY PROGRAM
© WHICH WAS INITIALLY DISCOVERED WITH DEPARTMENT SUPPORT AND HAS REACHED
* THE MARKETPLACE THROUGH THE INVESTMENT OF RISK CAPITAL FROM THE DRUG

" 'INDUSTRY

D WE ARE N*IARE OF AT LEAST FIVE OTHER DRUGS OUTSIDE CANCER CHEI\'IO'IHERAPY E
o AT VARIOUS STATES -OF DEVELOPMBNT WHICH WERE DISCOVERED WITH DEPAR'IMENT

K 'SUPPORT AND ARE NOW BEING DEVELOPED WITH PRIVATE SUPPORI U\TDER LICENSE

. SOME OF T.\.'HICH ARE CLOSE TO MARKET CLEARANCE.. WE KN?ﬁw OF NO CO‘VIPARABLE R

J:.';:-_.SI'IUATIO“JS AT 'I'HE TIME OF 'IHE GAO REPORT. o

e




o FI.EXIBILITY PROVIDED BY OUR PATENT POLICY L

- MUCH MORE SIGNIFICANT 'IHAN THE FIGI.H{ES INVOLVED (l\'HICH I BELIEVE HAVE-

"INCREASED SINCE OCI'OBER 1974) IS INFORW\TION PROVIDED BY THE U‘JIVERSITY

'COM‘&UNI’I’Y INDICATING 'IHAT IN ’IHE LAST FOUR YEARS INDUSTRIAL ORGANIZATIO\!S i

HAVE BEEN ACT IVELY PURSUING UNIVERSITY RESEARCH I BELIEVE 'IHIS TO BE.
CLEARLY THE RESDLT OF 'THE UNIVERSITY CO*IMI.NITY'S ACTIVE SOLICITATIO\I OF
o .COLLABORATIVE ARRAI\IGEBBI‘I‘S WHICH IN TURN WAS PARTLY \DTIVATED BY 'IHE

IT IS HOPED THAT THE GROWING SUCCESS OF THE DHEW EXPERIENCE WILL

BB EXPANDED T0 THE REST OF THE EXECUTTVE BRANCH THROUGH THE CO\MI'ITEE 0\1 ,' B

. GOVERNMENT PA’I’ENT POLICY RECOMMENDATIONS OF SEPTEMBER 25RD..
1 HAVE MADE REFERENCE TO A NUMBER OF STUDIES AND REPORTS 1\1 MY |
o STATEMENT WHICH I INTBND T0 MAKE AVAILABLE TO YOUR colxmma I WOULD -

' '.ALSO BE' PLEASED TO MAKE ANY OF THESE AVAILABLE 'I'O At\IUL\.r. CONTACTING ‘vE_ AT

- '-(301) 496~ 7056 OR AT 'IHE NATIONAL INSTITU'IES OF HEAL'IH BETHESDA

MARYLAND 20014.




