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MR. CHAIRMAN AND MEMBERS OF 'IHE SUBCOMMITI‘EE
MY NAME 1s NORMAN LATKER : I AM THE PATENT COUNSEL FOR THE DEPART\ENI‘

‘ 'OF HEAL'I'H EDUCATION AND WELFARE MY OFFICE HAS THE INITIAL RESPONSIBILITY‘ o
. FOR MANAGING THE INVEN'I‘IVE RESULTS OF THE DEPARTMENT'S 1. 8 BILLION DOLLAR
- ANNUAL RESEARCH AND DEVELOPMENT BUDGET

I VERY MUCH APPRECIA’I‘E YOUR INVITATION SINCE I HAVE HAD A DEEP ‘

B INTEREST IN GOVERNMENT PATENT POLICY WHICH HAS LED ME TO SERVICE ON EVERY

U MAJOR REVIEW OF GOVERNMENT PATENT POLICY IN 'IHE LAST SEVEN YEARS I\T
S THAT REGARD I 'SERVED. AS TI-IE DRAFTSMAN FOR TH.E TASK FORCE WHICH DEVELOPED
- THE "ALTERNATE APPROACH" FOR ALLOCATING THE INVENTIVE RESULTS OF

: GOVERNMENT FUNDED RESEARCH AND DEVELOPMENT FOR THE 1971 COI\MISSION ON

: GOVERNMENT PROCUREMENT AS YOU WILL RECALL FROM HIS 'I'ESTIMONY DR. FORMAN o

| : CONSIDERED THE ”ALTERNATE APPROACH” ‘THE CLOSEST El\dBODIMENT OF HIS |

. VIEMS AND RECOM[\ENDATIONS FOR CONGRESSIONAL ENAC’I‘MEN’I‘ OF A UNIFORM

NATIONAL GOVERNMENT PATENT POLICY

C
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IN ADDITION 1 HAVE SERVED ON THE DRAFTING GROU'PS THAT DEVELOPED

| "'IHE ERDA PATENT PROVISIONS THE FEDERAL PROCUREMENT PATENT AND LICENSINGl A

_REGULATIONS WHICH YOU I—IAVE TAKEN NOTE OF AND WHI(}I WERE THE SUBJECT OF

L “THE TWO PUBLIC CITIZENS CASES BUT MOST RELEVANT TO MY STATEMENT TODAY o

I AM THE (HAIRMAN OF 'IHE UNIVERSITY PATET\lT POLICY SUECOMMITIEE OF 'IHE

" Now £ ABOLISHED FEDERAL COUNCIL FOR SCIENCE AND TECHHOLOGY (PCST) IT IS

- THIS INTERAGENCY SUBCOM’I'I’EE 'I'HAT WAS RESPONSIBLE FOR THE FEDERAL |

_ .PROCUREMENT REGULATIONS ON UNIVERSITY PATENT POLICY NOI'ED BY MR WOODROW o
| .; _. IN HIS TESTIMONY AND NOW CIRCULATING FOR PUBLIC COMMENT 1 HOPE- O 7
8 ELABORATE ON TI-IE DEVELOPMENT OF 'II-IESE REGULATIONS LATER IN MY STATEMENT o .

- MY SERVICE WI'IH 'IHESE GROUPS AND MY DAILY INTERFACE WI'IH INI\IOVATORS

o p AND THEIR ORGANIZATIONS HAS REINFORCED MY BELIEF IN THE FUNDM]ENTAL R
- PREMISES OF DHEW. PATENI‘ POLICY WHICH GIVEN THE FACT THAT COMMERCIALIZATION
B _‘_"OP INVENTIONS MUST B ULTIMATELY ACCOMPLISHED BY ‘INDUSTRY SEEM cO\ICLUSIVE_' -
10 ME BUT, NOTI*II'IHSTANDING REMAIN A SUBJECT OF CONI‘INUING DEBATE. THUS, o

THE DEPARTMENT SUBPORTS TI-IE BELTEF THAT A GLIARANTEE OF SOME PATENT

o VPROTECTION MAY BE NECESSARY TO AN INDUSTRIAL DEVELOPER IN ORDER 0 ASSURE L

N  UTILIZATION BY R TRANSFER T0 SUCH DEVELOPER OP INVENTIVE RESULTS OF

. DEPARTMENT SPONSORED RESEARCH. THIS IS. REFLECI‘ED IN THE DEPARTMENT PATENT
REGULATIONS 45 C.F.R., PARTS 6 THROUGH 8 AND N PARI‘ICULAR SECTIONS |
6.6, 8.1(b) AND 8. 2(b) FUR'IHER THIS GUARANTEE MAY BE NECESSARY M—[ETHER.

| THE INNOVATION BEING CONSIDERED FOR DEVELOPMENT AND COWIERCIALIZATION WAS -

. MADE BY A GOVERNMENT UNIVERSITY OR INDUSTRY EMPLOYEE IN PERFORMANCE OF |

._ GOVERl\]]VIENI‘ FUNDED RESEARCH - THESE PREMISES SEEM OBVIOUS 0. ME SINCE o

| INI'IERENI‘ TO THE CONE\JI'IMENT OF RISK CAPITAL TOWARD 'IHE COMPLETION OF

DEVELOPMENT IS A DECISION ON 'I‘I-IE PART OF THE INDUSTRIAL
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I 5 DEVELOPER ON WHETHER THE INTELLEC'IUAL PROPERZI'Y RIGHTS IN THE INNOVATION

BEING- CONSIDERED FOR DEVELOPMENT ARE SUFFICIENT T0 PROTECT ITS IN'I'ERESTS
- .CONVERSELY FAILURE TO PROVIDE SUCH GUARANTEE IN CASES WHERE IT IS _
| .NECESSARY MAY FATALLY AFFECI' UTILIZATION OR TRANSFER OF A'MAJOR IN\IOVATION
.-ACCORDINGLY IT WOULD SEEM 'I'I-IAT 'I'HE RESEARCH AND DEVELOPMENT AGENCIES N
SHOULD BE UNDER A HEAVY OBLIGATION O ASSURE AVAILABILITY OF PA'IENT
PROTECTION M—IEN PRIVATE RESOURCES ARE NEEDED" TO ACHIEVE COMMERCIALIZATION.
IT IS MY OHN. BELIEF THAT ANY CONTROVERSY OVER GOVERNMENT PATEN'I' '

POLICY, AT LEAST IN THE RESEARCH AND DEVEI.OPMENT AGENCIES IS NO'I' -AS

- COMMONLY STATED WHETHER THE GOVERNMENT SHOU'LD TAKE "'I'ITLE" OR "LICENSE"
AlTO INVENI'IVE R.ESULTS IT HAD FUNDED, BUT WI-IEN AND TO WHAT EXTENT 'I‘HE

GUARANI‘EE OF PATENT PROTECTION NOTED ABOVE SHOULD BE MADE TO INDUSTRY
: .ACCORDINGLY EVERY RESEARCH AND DEVELOPMENT AGENCY “THAT HAS TESTIFIED

INCLUDING DI-IEW, BELIEVES IT-HAS ’I'I-IE_ DISCRETION WHETHER DERIVED FROM STA’IU'I-'E,'

 AGENCY REGULATION OR THE PRESIDENT'S STATEMENT ON PATENT POLICY, TO
~ WAIVE OR LICENSE PATENT RIGHTS WHEN 1T 18 DEEMED APPROPRIATE.TO'ACHIEVE
" COM\’IERCIAL UTILIZATION ~IN DHEW THAT DISCRETION IS DERIVED FROM '
R DEPARTVENT REGULATIONS AND THE PRESIDENT'S STATEMENT RATHER THAN STATUTE.
_'IHERE IS NO DIFFERENCE OF OPINION AMONG THE RESEARCH AND DEVELOPMENT |
AGENCIES THAT THIS DISCRETION SHOULD EXIST. |
“THE MORE MEANINGFUL PROBLEM IS SIMPLY THAT THE AGENCIES HAVE NOT
UTILIZED THIS DISCRETION ON A UNIFORM BASIS IN STMILAR FACT SITUATIONS
O THE EXTENT THAT SOME AGENCIES HAVE NOT FELT IT NECESSARY TO DEVELOP A




MANAGEMENI‘ MECHANISM TO ENTERTAIN REQUESTS FOR LICENSES OR WAIVERS

ON ANY BASTS, THIS 15 EVIDENCED BY THE LACK. OF ACTIVITY NOTED IN
" .LICENSE AND WAIVER CATEGORIES FOR SOME AGENCIES IN- 'IHE "ANNUAL ey
REPORT ON GOVERNMENT PATENT POLICY" PUBLISHED BY FCST |
1 WOULD NOw TURN MY, A’ITENTION TO THE ALLOCATION OF INVENTIONS
"'ARISING FROM GOVERNMENT SPONSORED RESEARCH AT UNIVERSITIES AND

| NONPROFIT ORGANIZATIONS. THIS IS AN AREA OF VITAL INTEREST TO DHEW

 BECAUSE ‘THE DEPARTMENT IS BY EAR THE LARGEST SINGLE SOURCE OF -
~ FUNDING FOR SUCH RESEARCH b THE UNITED STATES AND PROBABLY THE -
' ‘WORLD, AND FURTHER, BECAUSE THE SUBSTANTIAL MAJORITY OF ALL ITS 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 IS AN’ TMPORTANT -
MATI‘ER I WILL ONLY NOTE THAT THE POLICIES COVERING THIS AREA TN -

THE DEPARTMENT ARE SIMILAR TO THOSE OF NASA AND ERDA. DIFFERENCES
ARE EVIDENT ONLY TN APPLICATION AND RESULT.

"IN THE HISTORTCAL 1939 LETTER FROM IR. EINSTEIN T0 PRESIDENT
ROOSEVELT POINTING OUT TO THE PRESTDENT THE TMMINENCE OF THE FIRS‘I' - l
CONTROLLED NUCLEAR CHAIN- REACTION AND THE ADVENT OF THE ATOMIC AGE, . e
IR. EINSTEIN MADE T




THE FOLLOWING RECOMMENDATIONS WITH A VIEW TOWARD EXPEDITING THE WOR.K

' "IN VIEW OF THIS. SITUATION YOU MAY THENK IT DESIRABLE TO

. HAVE SOME PERI\MNENT CONTACT MAINTAINED BETWEEN THE AmuNISTRA
TION AND THE. GROUP OF PHYSICISTS WORKING ON CHAIN REACTIONS o
"IN AMERICA. ONE POSSIBLE WAY OF ACHIEVING THIS MIGHT BE FOR E
© YOU TO ENTRUST WITH THIS TASK A PERSON WHO HAS YOUR CONFIDENCE
_' AND WHO COULD PERHAPS SERVE IN AN UNOFFICIAL CAPACTTY. HIS =

TASK MIGHT COMPRISE THE FOLLOWING: |
" a) To APPROACH GOVERNMENT DEPARTMENTS, KEEP 'IHEM |
 INFORVED OF THE FURTHER DEVELOPMENT, AND PUT FORWARD =
RECOMMENDATIONS FOR GOVERNMENT ACTION, ‘GI_VI-I\.IG
'PARTICULAR ATTENTION TO THE PROBIHJ OF 'SECURING A
* supPLY OF URANIUM ORE FOR THE UNITED STA'I‘ES
o b) T0 SPEED UP THE EXPERIMENTAL WORK, WHICH IS AT

| PRESENT BEING CARRIED -ON WITHIN THE LIMITS OF THE S R R
- BUDGETS OF UNIVERSITY LABORATORIES, BY PROVIDING FDs, ik

“IF SUCH FUNDS BE REQUIRED, THROUGH HIS CONTACTS WITH =
' PRIVATE PERSONS, WHO ARE WILLING TO MAKE CONTRIBUTIONS

* FOR THIS CAUSE, AND PERHAPS ALSO OBTAINING THE COOPERATION

 OF INDUSTRIAL LABORATORIES, WHICH HAVE THE NECESSARY EQUIPMENT."
 (EMPHASIS ADDED) o | |

IN THESE FEW WORDS DR. EINSTEIN SEEMS TO HAVE PROPERLY IDENTIFIED S -

AND ASSIGNED TO EACH ELEMENT OF THE COLLABORATIVE TEAM HE DEEMED | |

E NECESS_ARY_ TO THE COI\/IPLETION OF DEVELOPMENI‘, THE DUTY WHICH EACH WOULD
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PERFORM BEST. - THUS, HE SUGGES‘I‘S THAT THE UNIVERSITIES BE ATDED IN S
COMPLETING THEIR EXPERIMENI‘AL oR FINDAMENTAL RESEARCH, THAT INDUSTRIAL
-‘ LABORA'IORIES BE TAPPED FOR 'I‘HEIR ABILITY TO BRING SUCH FUNDAVENTAL
..”'FINDINGS INTO PRACTICAL APPLICATION THROUG—I THE USE oF THEIR EQUIPNENI‘.
AND THE GOVERNMENT ACT AS THE CATALYST R IMPRESARIO N BRINGING THESE
II_FACI‘ORSTOGE'I‘HER - - . : |
AS SIMPLE AS IR. EINSTEIN'S FORMULA FOR DELIVERY OF THE RESULTS OF -
FUNDAMENTAL RESEARCH INI‘O PRACTICAL USE APPEARS, THE DEPAR’IMENTS AD
 AGENCIES OF THE EXECUTIVE HAD DONE LITILE TO FORMULIZE IT UNTIL RECENT
" YEARS. THE CLOSING OF THE ENORMOUS GAP BETWEEN THE mmm FINDINGS:'
OF UNIV‘ERSITIES N NEW FIELDS OF IQQOWLEDGE AS DRAMATICALLY INNOVATIVE AS
RADAR, COMPUTER MEMORY CORES, LASERS, ANTIBIOTICS, ETC., AD THEIR

PRACT ICAL IMPLEMENTATION BY. INDUSTRY WITH THE EXCEPTION OF THE FEW CASES o

WHERE THE GOVERNMENT HAS DETERMINED ™ PROVIDE THE CONTINUED FUNDING T0 -
~ INDUSTRY FOR DEVELOPMENT OF SUGH FINDINGS, HAS BEEN LEFT TO RANDOM AND |
- HAPHAZARD EXECUTION. ' |
. FROM'IHEVIEWPOIN‘I’OF'I‘HE GOVERNMENTANDTHE PUBLIC “THE STAKE
'IN CLOSING THIS GAP IS VERY HIGH THE SHEER MAGNI'IUDE OF GOVERNMENT
-_,.SUPPORT OF RESEARCH AND DEVELOPMENT AT UNIVERSITIES APPEARS O DEMAND
EVIDENCE OF USEFUL RESULTS IF IT IS TO BE CONTINUED IN THE PREVAILING 'j |
 COMPETITION FOR THE FEDERAL DOLLAR. IN FISCAL YEAR 1972 APPROXIMATELY
§3.1 BILLION OF THE $12 BILLION, OR OVER ONE- -QUARTER SPENT BY me |
- GOVERNMENT ON RESEARGH AND DEVELOPIVIENT OUTSIDE ITS OWN LABORATORIES WENT
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. IN THE FORM OF GRAN'I'S AND CONTRACTS TO UNIVERSITIES OF THE $3 1 BILLION

B : THE DEPARTMENT OF HEALTH EDUCATION AND WELFARE WAS RESPONSIBLE FOR

' ADMINISTERING $1.2 BILLION

ON SEPTE'MBER 23 1975 'I'HE FEDERAL COUNCIL ON SCIENCE AND TECHNOLOGY'S _' |

K COMMITI‘EE -ON GOVERNMENT PATENT POLICY RECOMMENDED ON THE BASIS OF ITS L
'__‘_UNIVERSITY SUBCOI\IIMITTEE‘S STUDY THAT ALL AGENCIES OF .THE E\CE.CUTI'VE BRANCH -

. A PROVIDE TO UNIVERSITIES A FIRST OPTION TO SUBSTANTIALLY ALL FUTURE N -
‘ INVENTIONS GENERATED WITH FEDERAL SUPPORT SUBJECT o S‘I‘ATUTORY AUTHORITY TG THE

CONTRARY, ~ PROVIDED THAT THE INVENTING ORGANIZATION IS FOUND TO HAVE AN
TDENTIFIED TECHNOLOGY TRANSFER FUNCTION mxs FIRST OPTION 'DO OWNERSHIP
18 SUBJECT T0 A NMBER OF CONDI'I‘IONS THE MOST IMPORTANT OF WHICH ARE

THE STANDARD LICENSE 0 THE GOVERI\MENT A LIMIT ON 'I‘I-IE TERM OF ANY EXCLUSI\.’E
LICENSE GRANTED, AUTHORITY TO- WITHDRAW SPECIFIED PROJECTS FROVI THE OPTION

A REQUIREMENT THAT ROYALTY INCOME BE UTILIZED FOR EDUCATIONAL OR RESEARCH
" PURPOSES, WITH ’I‘HB EXCEPTION OF A REASONABLE SHARE TO THE INVENTOR, AND
THE RIGHT OF THE AGENCY TO REGAIN OWNERSHIP DUE TO PUBLIC INTEREST
~ CONSIDERATIONS OR THE UNIVERSITIES' FAILURE TO TAKE EFFECTIVE STEPS TO
- COMI\/[ERCIALIZE THE INVENTION.

© IN ADDITION, “THE COMMITTEE ALso DIREC'I'ED THAT AN I’\ITERAGENCY

Comma BE FORMED FOR THE PURPOSE OF JOINT AGENCY IDENTIFICATION OF
UNIVERSITIES HAVING A SATISFACTORY TECHNOLOGY TRANSFER FUNCTION.  AS NOTRD,' .
IMPLEIVIENI‘ATION OF THE COUNCIL'S RECOMMENDATION IS NOW BEING CIRCULATED FOR
_PUBLIC COMMENT IN THE FORM OF A PROPOSED FEDERAL PROCUREMENT REGULATION
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AT THE OUTSET OF ITS S’I'UDY THE UNIVERSITY SUBCOI\’MITI‘EE IDENTIFIED

o : SCNE GENERAL PREMISES FROM WHICH 1T WOULD BE NECESSARY TO PROCEED AS

YOU WILL NOTE, ALL OF THESE PREMISES WERE INTUITIVELY U\IDERSTOOD BY.
* DR. EINSTEIN IN 1039.
" FIRST, A SYMPATHETIC AND ENCOURAGING FEDERAL CLIMATE TS VERY

IMPORTANT TO 'I'ECHI\IOLOGICAL PROGRESS TI-IUS IN CASES WHERE THE REQUIREMENT =

'."FOR UNIVERSITY/ INDUSTRY RELATIONS IS NOT MET IN A SATISFACTORY ‘\.1ANNER

'GOVERNMENT CAN HAVE AN IMPORTANT ROLE TO PLAY AS A CATALYST OR "IMPRESARIO" -
IN CREATING THE FRAMEWORK WITHIN WHICH REGULAR CONI‘ACTS TAKE PLACE BE’IWEEN .

. .UNIVERSITYAND INDUSTRY ‘ S L ST
| SECOND THE UNIVERSITY COMMNITY AND INDUSTRY, LEFT TO TI-IEIR NN

} INITIATIVES WILL PROBABLY BE UNABLE TO GENERATE THIS A'IMOSPHERE PRIVATE >

n BUSINESS, EVEN THOUGH CONCERNED WITH INSTITUTIONAL BARRTERS THAT PRECLUDE |
SYSTEMS TNNOVATIONS, CAN'T O MUCH ABOUT 1. ’I‘I—IEY ARE RESPONSTBLE FOR |
OUTPUTS OF. THEIR BUSINESSES AND MUST ORDINARILY WORK WITHIN THE NARROW
 CONFINES OF THE COMPANIES' RESPONSIBILITIES TO MAXIMIZE PROFITS AND
MINIMIZE RISKS FOR THE FIRM.

THIRD, THERE APPEARS TO BE AN ABSOLUTR NEED FOR INDUSTRIAL

. VCOLLABORATION WITH UNIVERSITIES IF THE RESULTS OF GOVERNMENT SPONSORED
UNIVERSITY RESEARGH ARE TO REACH THE MARKETPLACE. THIS 1S TRUE, SINCE

. MUCH OF THE. WORK -‘PERFORMED UNDER GOVERNMENT SPONSORED GRANTS AND CONTRACTS o

.__-AT UNIVERSITIES IS BASIC AS OPPOSED 'I'O APPLIED RESEARCH INV.EI*J'I‘IONS

| -'ARISING OUT OF BASIC RESEARCH INVOLVE AT MOST COMPOSITIONS OF MA‘I'I'ER WITH




~ NO CLEAR UTILITY, PROTOTYPE DEVICES, OR PROCEssEs' WHICH USUALLY REQUIRE-

o MUCH ADDITIONAL DEVELOPMENT UNIVERSITIES 'I'I-IEMSELVES DO NOT UNDERTAKE.
T COMPLETE DEVELOPMENT OF SUCH INCHOATE INVENTIO\IS AS DEVELOPMENT

' LEADING TO COMVIERCIAL MARKET ING IS NOT ORDINARILY WITHIN 'I'I-iE SCOPE OF '
| THEIR MISSIONS .OR’ PHYSICAL CAPABILITY FURI'H'.ER FINANCING OF THAT TYPE'

" . OF DEVELOPMENT WORK NEEDED IS NOT GENERALLY AVAILABLE FROM GOVERNMEN‘I‘

SOURCES.  THERE ARE MANY MORE INVENTIVE IDEAS THAN FEDERAL RESOURCES
 FOR DEVELOPMENT PURPOSES. CONSEQUENTLY DEVEI.;OPMENT OF SUCH INVENTIONS
 WILL GENERALLY BE'ACCOMPLISHBD ONLY WHERE INDUSTRY HAS KNOWLEDGE OF THEM
| AND HAS AN INCENTIVE TO UTILIZE ITS RISK CAPITAL TO BRING THEM TO THE
'_MARKE'IPLACE
LAST, THE DIFRICULTY OF COLLABORATION IS COMPOUNDED WHEN THOSE WHO
NOW PERFORM ESSENTIAL PARTS OF A FUNCTION REFUSE T MODIFY THEIR OPERATIONS
TO MEET THE NEEDS OF THE WHOLE SYSTEM. (THE RESEARGH AND DEVELOPMENT AGENCIES -
" WERE NOT EXCLUDED AS ONE OF THE PRINCIPALS WHO MUST NDDIFY 118 OPERATIONS 3
THESE VESTED INTERESTS . CONSTITUI'E THE MOST SERIOUS INSTI'IUI‘IONAL BARRIERS
" 70 SOCIALLY IMPORTANT INNOVATIONS. ORDINARILY, THE PRINCIPALS CAN'T BE
" ORDERED T0 CQLLABORATE © NOR WILL THEY DO SO UNLESS THEY SEE SOMETHING IN
IT FOR THEMSELVES. THE PROBLEM PERCEIVED WAS HOW TO PROVIDE THE MEANS FOR

) INDUCING TI-IEM TO INTEGRATE VOLUNTARILY INTO A SYSTEM THAT PERFORMS A

S SOCIALLY DESIRABLE FUNCTION

WITH THESE PREMISES IN MIND, rIHE UNIVERSITY SUBCOI\MITI'EE IDENTIFIED
| ‘ 'IHE FOLLOWING AS THE PRIMARY PROBLEMS THAT NEEDED TO BE OVERCOME BEFORE
' OPTIMUM RESULTS IN TRANSFERRING TECHNOLOGY COULD BE ACHIEVED
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FIRST AND THOUGHT TO BE THE MOST IMPORTANT WAS THE CONCLUSION

o THAT UNIVERSITIES DO NOT GENERALLY HAVE AN ADEQUA'IE MANAGEMENT CAPABILITYV__

. TO FACILITATE THE TIMELY IDENTIFICATION PROTECT ION AND THE TRANSFER OF
-'IHEIR INVENTIVE RESULTS TO INDUSTRIAL CONCERNS THAT MIGHT MAKE USE OF

- 'I'I'!EM EVEN 'I‘HOSE ORGANIZATIONS HAVING TI-IE RIGHT TO TRANSFER A DEGREE OF - |

PATENT PRCYI'ECT ION DESIRED BY INDUSTRY MAY WELL FAIL TO SUCCEED IN

ENCOURAGING UTILIZATION IF AN ADEQUATE, ORGANIZED EFFORT TO IDENTIFY | _ B

_.l.PRO'I'.ECI' AND COMMUNICATE THESE  RESULTS . IS NOT MADE
S IT WAS PERCEIVED THAT THE MERE EXISTENCE OP A BODY OF RESEARCH
- PUBLICATIONS AND OTHER TECHNICAL INFORMATION WAS NOI' ENOUGH T0 RESULT N
'SIGNIFICANT INDUSTRIAL INVOLVEMI IN FURTHERING DEVELOPMENI‘
SECOND WAS THE "NOT- INVEN’I'ED HERE SYNDROME INDUSTRIAL ORGANIZA-

“TIONS HAVE COMMERCIAL POSITIONS IN MOST AREAS OF THEIR RESEARCH ACCORD- '

INGLY, 'IHERE IS AN IN-HOUSE- INCENTIVE FOR SUCH ORGANIZA"‘IONS TO FUR‘I'I—IER
DEVELOP 'IHE RESULTS OF 'IHEIR RESEARCI‘I IN ORDER TO IMPROVE THEIR CONMERCIAL
POSITION THIS INCENTIVE STEMS FROM TI-IE ORGANIZATION'S ABILITY TO

_CONTINUOUSLY EVALUATE THEIR RESEARCH TI-]ROUGH ALL STAGES OF TS DEVELOPMENT

. IT FOLLOWS THAT THERE WILL BE A LESSER INCENI' IVE FOR INDUSTRY TO FURTHER

DEVELOP THE RESULTS OF UNIV'ERSITY RESEARCH WI-IERE SUCH RESEARCH WILL NOT BE '

UNDER ITS INITIAL REVIEW OR CONTROL - IT WAS SUGGESTED THAT THIS BI_AS

) TOWARD INVESTMENT IN FURTHER DEVELOPMENT OF ITS OWN IDEAS RATHER 'I‘HAN
.'IDEAS FROM OUTSIDE SOURCES, MIGHT BE LESSENED BY EARLY IDENTIFIGATION BY
INDUSTRY OF UNIVERSITY INVESTIGATORS WHO MAY BE WORKING IN THEIR AREAS OF
INTEREST
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THIRD WAS THE UNCERTAINTY OVER OWNERSHIP OF INVENTIONS MADE AT
UNIVERSITIES THAT MAY BE COLLABORATIVELY DEVELOPED OR ARE INTTIALLY
s GENERATED TI-ROU(}I A COLLABORATIVE REIATIONSHIP
. DHEW HAD NOTED SITUATIONS OF INDUSTRY REFUSAL TO COLLABORATE WITH.
 UNIVERSITIES N BRINGING DHEN- FUNDED INVENTIONS 'ro THE MARKETPLACE UNLESS
- PROVIDED & SOME PATENT PROTECTIEN AS gUID PRO. QU FOR ADDITIONAL INVESTMENT |
ENDDEVELOEEENT REQUIRED B RPN
“THIS WAS SUBSTANTIATED BY THE HARBRIDGE HOUSE STUDY AND A 1968 GAO

o REPORT NO “B- 164031(2) ENTITLED "PROBLEM AREAS AFFECTING USEFULNESS OF

:RESULTS OF (I)VERI\NENT SPONSORED RESEARCH IN MEDICINAL CHEMISTRY " BO'IH
“OF 'IHESE S’I’UDIES INDICA'IED A VIRT[IAL INDUSTRY WIDE BOYCOTT BY PHARMA-
A.GEUTICAL FIRMS TO TEST COMPOSITIONS OF MA'I'I'ER SY‘\]‘I‘HESIZED OR ISOLATED |
BY DHEW GRANI' SUPPORTED I’\IVESTIGATORS DUE TO. DI—IEW'S PATENT PRACTICES AT

' THAT TIME. INDUS’I'RY FELT DI-IEW PATH\IT PRACTICES FAILED TO TAKE INTO CONSIDER-. |
- ATION THE LARGE PRIVA'IE INVES'I'MENI‘ BEFORE SUCH C(MPOSITIONS COULD BE

'MARKETED AS ‘DRUGS SIMILAR SITUATIONS HAD OCCURRED IN THE AREA OF MEDICAL

- _'HARDWARE DEVICES.

IT WAS DETERMINED FROM TI-IE EXPERIENCES NO’I'ED IN UNIVERSITY DEALINGS N

VWITH THE PHARMACEUTICAL INDUSTRY AND MEDICAL DEVICE MAMIFACTURERS THAT 'I,'HERE

TWILL BE THE SAME RELUCTANCE 0 COLLABORATE WITH UNIVERSITIES IN BRINGING_ o
OTHER HIGH-RISK INVENTIONS TO THE MARKETPIACE IF SOME PATENT EXCLUSIVITY
I NOT FIRST PROVIDED O 'IHE DEVELOPER )

. FOUR’IH IS THE PROBLEM OF CONTAMINATION. - AS USED: BY INDUSTRY AND

' UNIVERSITY INVESTIGATORS "CONTAMINATION" MEANS THE POTENTIAL COMPROMISE

~ OF RIGHTS IN PROPRIETARY RESEARCH RESULTING FROM E)CPOSURE OF INDUSTRY TO':




T MARIGETABLE BUCT PATEN

| IDEAS, COMPOSITIONS, AND/OR TEST RESULTS ARTSING FROM GOVERMIENT-SPONSORED o

1?_" 'RESEARCH FOR-EXAMPLE, AN INVENTION MADE AT A UNIVERSITY UNDER. A
GJVEmVIENT PUNDED RESEAROH PROGRAM IS LOOKED INTO BY A COMPANY DOI\IG

' PARALLEL RESEARCH. -IF THE COMPANY. INCORPORATES INTO TS, RESEARCH PROGRAM o

SOME OF 'I’HE RESEARO«I FINDINGS OF THE UNIVERSITY AND ’IHEN DEVELOPS A |
»-ION;,' |

ABLY DISTINC‘I‘ FROM THE [NIVERSITY S I

THE COMPANY FEARS THAT THE. GOVERNMENT 1S TN A POSITION TO ASSERT CLAIMS |
10 'IHEIR PRODUCT . | - | R
10 OVEROOME THESE BARRIERS TO TECHNOLOGY TRANSFER, IT VAS DEEMED

" ‘ESSENTIAL TO THE SUBCOI\MTI'EE THAT THE GOVERI‘MENT PERSUADE UNIVERSITIES“ .
10 PROVIDE A MANAGEMENT CAPABILITY WITHIN 'IHE INSTITUTION 'IHAT WILL
SERVE AS A FOCAL POINI' FOR IDENTIFICATION RECEIPT AND. PROMPT PROTBCI‘ ION .

'._OF THE. INVENTWE RESULTS OF UNIVERSITY RESEARCH POR LATER DISSEMINATION
BY ITSELF OR OTHER MANAGEMENT ORGANIZATIONS TO 'I'HOSE INDUSTRIAL CONCERNS

. MOST LII{ELI TO -UTILIZE SUGH- RESULTS IT WAS THE CONCLUSION OF THE SUB-
' COMMITTEE THAT THIS MIGIT BE ACCOMPLISHED BY GUARANTEEING TO UNIVERSITIES :
AT THE TIME OF FUNDING, PA'IENT RIGHTS N GOVERIWENT SUPPORTED ImmIONs

1IN RETURN FOR ESTABLISHIVIENT OF 'SUCH A MANAGEMENT CAPABILITY

| o 1 BELIEVE THAT ONE OF THE PRIMARY BASES FOR- THE RECO\MENDATION WAS
| TE REALIZATIO’\T THA'I' A SUBSTANTIAL MAJORITY OF INVENTIVE IDEAS REQUIRES

| -"ADVOGATES" IN ORDER TO REACH THE MARKETPLACE, AND THAT EXPERIENCE |

INDICATES THAT THE INVENI‘ING ORGANIZATION IF INTERESTED IS A MORE LIKELY'

"AHVOCATE" THAN A LESS PROXIMATE AND NOT AS EQUALLY CONCERNED GOVERI\ME‘NI‘
: S'I'AFF ‘ ' '
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HISTORY IS REPLETE WITH EXAMPLES OF INVBNTIONS NOW ACCEPTED AS

.PART OF OUR CULTURE, WHICH REACHED FRUTTION ONLY DUE 'I'O THE PERSEVERANCE
"OF AN ADVOCATE IT IS SAID THAT TH'E INVENTOR OF XEROX, (HESTER CARLSO‘\I R

. CONTACTED OVER 100 CONCERNS BEFORE HZE WAS ABLE TO OBTAIN A FINANCIAL
-GOWI’IMENT FOR DEVELOPIVIENT SIMLARLY SAMUEL B. MORSE ARGU'E.D THROUGH _
. VFIVE YEARS BEFORE HE WAS ABLE TO OBTAIN $30 000 FROM CONGRESS 0 BUILD |
) ._ A TEST LINE FOR HIS TELE.GRAPH BETWEEN WASHINGTON AND BALTIIVDRE 'IHERE

IS N0 EVIDENCE THAT A GOVERNMENT ORGANIZATIO‘\I wouw BE WILLING TO ]UPLICATE
'." * THAT KIND OF EFFORT, NOR IS IT APPARENT THAT MANY ORGANIZATIONS OR PERSONS -
 VOULD, ABSENT A PROPERTY RIGHT.
THE GUARANTEE OF PATENT RIGHTS TO THE UNIVERSITY -CARRIES WI’I'H IT
o THE RIGHT TO LICENSE COMMERCIAL CONCERNS “THUS CREATING THE INCENTIVE
- '-NECESSARY FOR DEVELOPMENI‘ N THOSE SITUATIONS WHERE COLLABORATION WOULD
* NOT OTHERWISE BE ACCOMPLISHED AND LESSENING OR ELTMINATING INDUSTRY FEAR
. OF CONTAMINATION FURTHER, UNDER SUCI-I A POLICY, COLLABORATIVE ARRANGEIMENI‘S
- - COULD BE MADE m-IEREIN INDUSTRY'S PARTICIPATION Is PROTEC’I’ED BEFOR.E T
- IS EVEN CLEAR WHETHER OR NOT INV'ENTIONS WILL BE MADE. SUCH PRIOR |
e "ARRANGEMENI‘S SHOULD- MINIMIZE THE PROBLEM OF THE "NOT- INVH\ITED HERE" -
. SYNDROME, SINCE & COLLABORATOR WOULD NOT BE VIEWED AS AN "OUTSIDER."
'mz PROSPECT OF A ROYALTY RETURN IS ME-ANI‘ T0 ASSURE THE INVENTOR'S
 CONTINUED INVOLVEMENT . | |
. IT IS BELIEVED THAT THE commgrs RECOI*AMEI\BJA’I‘IONS PROVIDE ’IHE
B ‘MEANS TO INDUCE VOLUNTARY INTEGRATION INTO A SYSTEM THAT WILL OPTIMIZE |
TECHNOLOGY TRANSFER “THROUGH RECOGNITION OF THE EQUITIES OF ALL THE PARTIES. |

L




© TO A LARGE EXTENT THE SEPTEMBER 23RD RECOMl‘viENDATIONS OF 'H{E COI\IMITI'EE_'.

o ON GOVERNMENT POLICY ARE A RATIFICATION OF THE PRACTICES IMPLEMENTED

BY DHEW SINCE 1969 AND THE NATIONAL SCIENCE FOUNDATION SINCE 1974 THE

o DHEW PRACTICES IN TURN WERE INITIATED IN. PAR’I‘ 'I'HROUCI-I II{E IMPETUS

'CREATED BY THE  CRITICAL. REMARKS FROM THE 1968 GAO STUDY MENTIONED o
'-PREVIOUSLY ON THE LACK OF TIMELINESS IN PROCESSING PETITIONS FOR WATVERS '
.OF IDENTIFIED INVENTIONS AND THE NEED TO CLARIFY THE USE OF INSTITUTIONAL.
. PATFNI' AGREEMENI‘S WHICH GUARANTEE FUTURE INVENTION RIGHI‘S TO UNIVERSITIES : '.
| WITH TECHNOLOGY TRANSFER CAPABILITIES

IN OC'IOBER 1974 THE DEPARTMENT COLLECTED SOME ROUGH STATISTICS ON

. MANA OF PATENT RIGHI'S LEFT TO UNIVERSITIES 'IHIS STUDY INDICATED

: EXCLUSIVE -LICENSES. SEVENTEEN JOINT FUNDING ARRANGHIENTS WITH CONMERCIAL_' ’

.' THAT 167 PA'I'ENT APPLICATIONS WERE FILED SINCE 1969 BY INSTITUTIONS WHO
__CHOSE TO EXERCISE THEIR FIRST OFT ION TO INVENTION RIGHI'S UNDER THEIR
.‘ INSTITU’I‘IONAL PATENT AGREEMENT UNDER THE 16'7 PA'I'ENT APPLICATIONS

FILED, THE UNIVERSITIES HA\E NEGOTIATED 29 NONEXCLUSIVE LICENSES AND 43

 ORGANIZATIONS, INVOLVING ONI.Y THE POSSIBILITY OF RIGHTS TO FUTURE

INVENTIONS HAVE BEEN MADE. THIS IS AN IMPORTANT STATISTIC SINCE IT

R INDICATES A WILLINGNESS TO MAKE ARRANGEMENTS PRIOR TO 'I'HE TIME 'I'HAT

INVENTIONS HAVE BEEN MADE ON’ 'IHE BASIS 'I'HAT THE: INSTITUTION HAS THE

- FLEXIBILITY OF PROVIDING TO THE CONCERN SOME INVEN’I‘ION RIGHTS IF AN
| INVENTION SHOULD EVOLVE FROM THE JOINTLY FUNDED EFFORT - THE INSTITUTIO"\I _
: GAINS THIS ABILITY O NEGOT IATE BY VIR'I'UE OF ITS INSTITUTIONAL PATENT |

- AGREEMENT WE WERE ADVISED THAT ON THE BASIS OF ALL THE AGREEMENTS NOTED




. S R -
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o : APPROXIMATELY 24 MILLION DOLLARS OF RISK CAPITAL MAY BE CONMI’I'I'ED TO

T 'DETERVMINED THAT SINCE JULY 1, 1968, 178 PETITIONS FOR WAIVER
" op AN. IBENTIFIED INVENTION HAVE BEEN REVIEWBD AS OF OCTOBER 1974, oi? e
- THESE 178, 162 PETITIONS WERE GRAN'I’ED "UNDER THE 162 PETITIONS GRANTED;
N THE INSTITUTIONS INVOLVED AND RESPONDING HAVE, TO OCTOBER 1974 GRANTED

- lGENERATED A POSSIBLE COMMITMENT OF RISK CAPITAL OF AS MUCH AS 53 MILLION

A UNIVERSTTY, WHICH HAS PATENTED FOR THE UNIVERSITY BY RESEARCH CORPORATION |
| "_'lLICENSED TO A PHARMACEUTICAL COMPANY CLINICALLY TESTED UNDER THE DIRBCTION DR R

'THE DEVELOPMENT OR. MAKING OF INVEN'I'IONS EVOLVING WITH DHEW SUPPORT

_DOLLARS

_' UNDER OUR DEFERRED DETERMINATION POLICY WHICH IS APPLICABLE TO ALL : _
"UNIVERSITIES WHO HAVE NOI' YET ESTABLISHED A TECENOLOGY TRANSFER CAPABILITY : 3

15 NONEXCLUSIVE LICENSES AND 35 EXCLUSIVE LICENSES THESE LICENSES HAVE . -

' - ONE OF Tf-IE PETITIONS GRAN'I'.ED INVOLVED A BURN' OIN'IMENT DISCOVERED AT

- - OF THE COMPANY AND CLEARED BY 'I'HE FOOD AND ‘DRUG- ADMINISTRATION ON THE

- COMPANY 'S INITIATIVE | THE DRUG IS NOW COMMERCIALLY AVAILABLE TO My

| KNOWLEDGE THIS IS THE ONLY DRUG OUTSIDE THE CANCER CI-IEMOTI—]ERAPY PROGRAM

.' WHICH W.’AS INITIALLY DISCOVERED WI’I'H DEPAR'I'MENT SUPPORT AND HAS REACI-IED

THE MARKETPIACE 'II-lROUGH THE INVES'II\/IENT OF RISK CAPITAL FROM 'IHE DRUG

C- INDUSTRY

. WE ARE AWARE OF. AT I_EAST FIVE OTHER DRUGS OUTSIDE CANCER CHEMO'IHERAPY o
'--AT VARIOUS STATES OF DEVELOPMENT WHICH WERE- DISCOVERED -'WI'IH DEPAR'IMENT

SUPPORT AND ARE NOW BEING DEVELOPED WITH PRIVATE 'SUPPORT UNDER LICENSE

| ‘_.S(X\IE OF WHIC}I ARE CLOSE TO MARKET CLEARANCE . WE KNEW OF NO COMPARABLE :

"'_‘_‘.:SI'IUATIONS AT THE TIME OF THE GAO REPORT




| MJCH MORE SIGNIFICANT THAN THE FIGURES INVOLVED (WHICH T BELIEVE HAVE
'INCREASED SINCE OCI'OBER 1974) IS INFORMATION PROVIDED BY THE UNIVERSITY |

COMMUNITY INDICATING THAT IN THE: LAST FOUR YEARS INDUSTRIAL ORGANIZATIONS o

.HAVE BEEN ACT TVELY PURSUING UNIVERSITY RESEARCH I BELIEVE 'IHIS'TO BE '

CLEARLY THE RESULT OF TI-IE UNIVERSITY COI\]MUNITY'S ACTIVE SOLICITATIO\I OF

o COLLABORATIVE ARRANGEMENTS WHICH IN TURN WAS PARTLY NDTIVATED BY 'I‘I-IE

L FLEXIBILITY PROVIDED BY OUR PATENT POLICY.

- IT IS HOPED 'IHAT THE GROWING SUCCESS OF THE DI-IEW EXPERIENCE WILL
BE EXPANDED TO 'IHE REST OF THE EXECUTIVE BRANCH THROUGH THE CO‘\/IMI'ITEE ON -
GOVERI\]MENT PATENT POLICY RECOMIENDATIONS OF SEP'IEMBER 23RD. . ' -

Tox

S I HAVE MADE REFERENCE TO A NUMBER OF STUDIES AND REPORTS I\I MY

| STATEVENT WHICH I INTEND TO MAKE AVAILABLE TO YOUR. COI\NI'ITEE 1 WOUIID

© ALSO BE PLEASED 'I'O MAKE ANY OF THESE AVAIIABLE TO ANYONE CONTACTING ME AT

(301) 496-7056, OR AT THE NATIONAL INSTITUTES OF HEALTH, BETHESDA
MARYIAND 20014, g o




.APPROXIMATELY 24 MILLION DOLLARS OF RISK CAPITAL MAY BE COMI‘-'II'I'I‘ED TO
s . THE . DEVELOPMENT OR MAKING OF INVENT IONS EVOLVING WITH DHEW SUPPORT

OF AN IDENTIFIED INVENTION HAVE BEEN REVIEWED AS OF OCTOBER 1974 OF

15 I\ONEXCLUSIV.E LICENSES AND 35 EXCLUSIVE -LICENSES THESE LICENSES HAVE

| OF THE COMPANY, AND CLEARED BY THE FOOD AND DRUG ADMINISTRATION ON THE -
COMPANY 'S INITIATIVE. THE DRUG IS NOW. COMERCTALLY AVATLABLE. TO MY.
- KNOWLEDGE, THIS IS THE ONLY DRUG OUTSTDE THE CANCER CHEMOTHERAPY PROGRAM
| _WHICH WAS INITIALLY DISCOVERED WITH DEPARTMENT SUPPORT AND HAS REACHED |
' THE MARKETPLACE 'I‘Ir]ROUGH THE INVESTMENT OF RISK CAPITAL'FROM THE DRUG

- ,‘INDUSTRY

AT VARIOUS STATES OF DEVELOPMENT WHICH WERE DISCOVERED WI'IH DEPARTMENT

' SI'IUATIONS AT THE TIME OF 'I'HE GAO 'REPORT. -

: ;157_

UNDER OUR DEFERRED DETERMINATION POLICY WHICH IS APPLICABLE 0 ALL

UNIVERSITIES WHO HAVE NOT YET ESTABLISHED A 'IECHNOLOGY TRANSPER CAPABILITY o

IT WAS DETERMINED THAT SINCE JULY 1 1968 1/8 PETIT IONS FOR WAIVER

THESE 178, 162 PETITIONS WERE GRANTED UNDER 'II-]E 162 PETITIONS GRANTED
THE INSTITUTIONS INVOLVED AND RESPO’\IDING HAVE -TO OCTOBER 1974 GRANTED

GENERATED A POSSIBLE CCI~4MI’IMENT OF ‘RISK CAPITAL OF AS MUCH AS 53 MILLION o

' ONE OF 'IHE PETITIONS GRANTED INVOL‘.ED A BURN OIN‘IMENI‘ DISC AT

: A UNIVERSITY WHICH WAS PATENTED FOR THE: UNIVERSITY BY RESEARCH CORPORATION
-LICENSED TO A PHARMACEUT ICAL COMPANY CLINICALLY TESTED UNDER TI-IE DIRECTIO\I , |

WE ARE AWARE OF AT IEAST FIVE OTHER DRUGS OUTSIDE CANCER CHB\&OTI-IERAPY

SUPPORT AND ARE NOW BEING DEVELOPED WITH PRIVATE SU'PPOR'I' UNDER LICENSE

. SoE OF WHICH ARE CLOSE TO MARKET CLEARANCE.. WE KNEW OF NO COMPARABLE .






