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I
What steps should the Department take to implement the
Federal Technology Transfer Act of 1986?

~.
On October 20, the President ~igned the Federal Technologt
Transfer Act of 1986 (P.L. 99-502), which amends the Stevenson
Tilydler Act (P. L. 95-480). Commerce supported this Act as
priority legislation. It builds on fundamental principle4 the
Department developed for managing technology produced wit~
Federal funding. The principles, which we have embodied in two
previous laws and the President's Patent Policy Memorandu~,
give universities and businesses control of their technolqgy
and strong incentives to promote its commercial applicatiqn.
This Act finally extends these principles to Government- I
operated laboratories and, if implemented properly, can give
u.s. industry practical access to nearly all unclassified!
technology the Government funds or produces in the laboraiories.

Among the amendments are provisions that promote technology
transfers by permitting agencies to authorize Government~~
operated laboratories to enter into cooperative research od
development arrangements or licensing agreements with the i

private sector, SUbject to statutory or agency imposed I
conditions. The amendments also provide needed incentive~
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1
to encourage laboratories and their scientists to examin~ how
the results of projects funded to meet Federal needs migpt be
adapted to commercial uses. It does this by permitting the
laboratories to accept resources from the private sector! under
cooperative arrangements and by assuring laboratorysciehtists
a percentage of the royalties resulting from their inventions.

. I
From its. beginning, the Administration has been strivinglto
increase American innovation by decentralizing the managj.ment
of technology coming out of Federally supported programs.
The Administration's policy is widely supported in the p~ivate

sector. It is viewed by state and local governments as a
centerpiece of local economic development. In order to ~ake
full advantage of this unique opportunity to broaden the Iu. S.
technology base, the department must now move forcefully Ito
implement the President's policy. ,

. ·1
within the Department of Commerce the technology transfer\'
function contained in this new Act are the programmatic
responsibility of the Under Secretary for Economic Affairf'
Accordingly, as a first step in implementing the Technolopy
Transfer Act of 1986, the additional agency level and I

Government-wide coordinating authorities vested in you b~
these new amendments to the StevensOn-tlydler Act should be
delegated to the Under Secretary for Economic Affairs. I

!
When this delegation has been made, we will create a DoC I
committee to implement the Technology Transfer Act of 1985,
of all interested Departmental units in order to expedite!
implementation within the Department. The committee woul~

undertake as ~ primary task the further delegation of thel
cooperative arrangement and licensing authorities to I
Commerce laboratories under appropriate conditions. I

RECQM~ENDATTQMS I
I

1. I recommend that you delegate the authorities and responsi
bilities given you under these new amendments to the I
Stevenson-Wydler Act to the Under Secretary for Economic I
Affairs. (Attached at tab A is a summary of the authorit~es
to be delegated to the Under Secretary for Economic Affaiqs.
Also attached at tab B is a copy of Public Law 99-502, wi~h

the new authorities to be delegated underlined in red). ~f
y~u agree wi~h this proposed delegat~o~, we ~ill coordinat~

wlth the Asslstant Secretary for AdmlnlStratlon to amend tre
appropriate Departmental Orders. I

DECISION !
APproveJ Disapprove Let's Discuss I

DEC 10 1986 I

1

I
I

',l' "__n_ __ _ .' J



2. I recommend your approval of the establishment by the
Under Secretary for Economic Affairs of a DoC committee
to implement the Technology Transfer Act of 1985.

DECISION
/

Approve_.~ _

DE!' 1. J 1986

Disapprove' __ Let's Discuss
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COORDINATING AUTHORITIES CREATED BY P. L. 99-502 \

I. Govern~ent-wide Coordinating Authority Assigned to the I
Co~~erce Depart~ent by P. L. 99-502 !

Section 10 (a l !1l I
'e s~cretary, in consultation with other Federal I

agenc~es, I1'ay-- !
(AI I1'akeavailable to interested agencies the
expertise of the DepartIl'ent of COIl'~erce rega~ding
the cOIl'II'ercical potential of inventions and I
I1'ethods and options for cOIl'~ercializationwhich
are available to the Federal laboratories, I
including research and developIl'ent liIl'ited !
partnerships; i

!

(Bl develop and disseIl'inate to appropriate a~l~ncy
and laboratory personnel I1'odel provisions for use
on a voluntary basis in cooperative research ~nd
developIl'ent arrangeIl'ents; and I
(Cl furnish advice and assistance, upon reque~t, to
Federal agencies concerning their cooperativ1
research and developIl'ent prograros and projectj.

Section lO(al (21 I
Two years after the date of the enactIl'ent of this I
subsection and every two years thereafter, the !
Secr.etary shall subIl'it a sUIl'II'ary report to the I
President and the Congress on the use by the agenc~es

and the Secretary of the authorities specified in I~he
Act II.. .

I
Section J 0 (al (31 !

Not later than one year after the date of the enac~II'ent
of the Federal Technology Transfer Act of 19~6, the
Secretary shall subIl'it to the President and the I
Congress a report regarding-- I

(AI any copyright provisions or other types o~
barriers which tend to restrict or liIl'it the tran~fer
of federally funded cOIl'puter software to the private
sector and to State and local govern~ents, and agehcies
of sach State and local governIl'ents; and I

(Bl the feasibility and cost of cOIl'piling andl
I1'aintaining a current and cOIl'prehensive inven~ory
of all federally funded training software.
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I
II. Agency-level Coordinating Activities Created by P. L. 99f1502'

A. Cooper.ative Agree~ents I
I

~~ ll(a) I

Each Federal agency ~ay per~it the director of any
of its Govern~ent-operatedFederal laboratories-

(1) to enter into cooperative research a*d
develop~ent agree~ents on behalf of such!
agency (subject to subsection (c) of ~hif

section) ••• , and .,

(2) to negotiate licensing agree~ents••• l.

~.1.Qn 11 (c) (1) I
A federal agency ~ay issue regulations on suitable
procedures for i~ple~enting the provisions of/this
section... 'I'

~.1Qn IUc) (3) (A) .••
Any agency using the authority given it underl
subsection (a) shall review e~ployee standardi' of
conduct for resolving potential conflicts of ,
interest... I

~i2n ll(c) (3) (B) I
If ••• an agency is unable to res.olve potential II
conflicts of interest within its current
statutory fra~ework, it shall propose necessalfY
statutory changes to be forwarded to its I
authorizing co~~ittees in Congress. I

I
Section lllc) m (Al ' I

If the head of the agency ••• desires an opport9nity
to disapprove or require the ~odification of any
such agree~ent, the agree~ent shall provide a130
day period within which such action ~ust be I
taken beginning on the date the agree~ent is I
presented to hi~ or her by the head of the I
laboratory concerned. I

!
s.ct:lon 11 (c) (5) (B) I

In any case in which the head of an agency ••• I.
disapproves or requires the ~odification of an

I

agree~ent ••• , the head of the agency ••• shall 9
trans~it a written explanation of such disapp oval
or ~odification to the head of the laboratory.,
concerned. I

I
I
I
I
I
I

...._-- ~..~.-.~,.~~..-,-L.-. -------,--.
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B. Awards Prograro

I
I
I

!
I

Section lZ I
·e head of each Federal agency that is ~aking

expenditures at a rate of ~ore than $50,OOO,oqo
per- fiscal year for research and develop~ent ~n

its Governroent-operated laboratories I
shall ••• develop andiropleroent a cash awards I
prograro to reward its scientific, engineering~ and
technical personnel for-- I

(1) inventions, innovations, or other I
outstanding scientific or technological I
contributions of value to the United Sta~es

due to co~roercial applications or due to I
contributions to roissions of the Federal
agency or the Federal Governroent, or . I
(2) exeroplary activities that proroote ,th~
doroestic transfer of science and technolqgy
developroent within the Fed~ral Governroen~ and
result in utilization of such science 'an5
technology by American industry or bus'in~ss,
universities, State or local governroents,1 or
other non-Federal parties. I

I
C. Distribution of Royalty rncome I

I

Sect:i.Qn 13 (a 1 III I
Except as provided in paragraphs (2) and (4), !any
royalties ••• received by a Federal agency froro ~he

licensing or assignroent of inventions ••• shallJ'.e
disposed of as follows:, . - . ,

(A) (i) The head of the agency ••• shall pa . at
least 15 percent of the royal ties ••• to thie
inventor •••• This clause shall take effect'j'•.. on
the date of the enactroent of this section.
unless the agency publishes a notice in t~e

Federal Register within 90 days of such dfte
indicating its election to file a Notice pf
Proposed Ruleroaking pursuant to clause (i~).

I
(A) (ii) An agency IDay proroulgate... I
regulations providing for an alternative I·

prograro for sharing royalties with .
inventors... !

I
!

\

I
I

I



Any agency that has pUblished its intention tb
proroUlgate regulations under clause (ii) roay ~lect
not to pay inventors under clause (i) until tt,e
expiration of two years after the date of ~he!

enactroent of this Act or until the date of thb
proroulgation of such regulations, whichever ik
earlier. If an agency roakes such an election! and
after two years the regulations have not been,
proroulgated, the agency shall roake payroents (in
accordance with clause (i)) of at least 15 perlcent
of the royalties involved, retroactive to the date
of the enactroent of this Act. If proroulgatio~ of
the regulations occurs within two years after.lthe
date of the enactroent of this Act, payroents small
be roade in accordance with such regulations, I
retroactive to the date of the enactroent of t,is
Act. The agency shall retain its royalties until
the inventor's portion is paid under either ciause
(i) or (ii)... I

}

~1Qn 13(al (11 (Bl I
The balance of the royalties ••• shall be !
transferred by the agency to its Governroent-I
operated laboratories, with the roajority shar, of
the royalties ••• going to the laboratory wher, the
invention occurred... !

r
Section 13 (al (21 I

If, after payroents to inventors under paragra~h
(1), the royalties received by an agency in aqy
fiscal year exceed 5 percent of the budget of lthe
Governroent-operated laboratories of theagencYii

for
that year, 75 percent of such excess shall i.belpaid
to the Treasury of the United States and the ••
reroaining 25 percent roay be used or obligated for
the purposes described in ••• paragraph (1) (B) I
during that fiscal year or the succeeding fisqal
year. Any funds not so used or obligated shal!l.
be paid into the Treasury of the United Statesl.

!
Section 13la) (4) !

A Federal agency receiving royalties ••• as a I
result of invention roanageroent services perfor~ed
for another Federal agency or laboratory••• sh

4Ulretain such royalties ••• to the extent required to
offset the payroent of royalties to inventors
under ••• paragraph l(A), costs and expenses ·1.

incurred under clause (i) of paragraph (1) (B)'f and
the cost of foreign patenting •••• All ',.
royalties ••• re~aining after payroent of... 1

royalties, costs, and expenses.~. shall be i
transferred to the agency for which the serVicel.. S
were perfor~ed... i.

4\
J
f

.. _)C~~-_·_-
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I
Iaection ll(c) (6)

Each agency shall IDaintain a record of all
agreeIDents entered into under this section.

D. Record Keeping

I

I
~~ 13(c)(1) I

In IDaking their annual budget subIDissions Federal
agencies shall SUbIDit ••• suwwaries of the awourt of
royalties ••• received and expenditures wade ••• , .
under this section. 1

I
t

E. Federal Laboratory ConsortiuID I.•
Section lOre) (1) !

There is hereby established the Federal Laborptory
ConsortiuID for Technology Transfer ••• which, ih
cooperation with Federal laboratories and thel
private sector,shall-- I

(E) utilize ••• the expertise and servicesl
of ••• the DepartIDent of Cowwerce ••• ,as I
necessary. I

t

~~ lOre) (2) I
••• The representatives to the Consortiuw shal[
include ••• a representative appointed froID each
Federal agency with one or IDore IDewber I
laboratories. I

!
~~IO(e) (7) (C) I

The heads of Federal agencies ••• IDay provide sfch
additional support for operations of the I
Consortiuw as they deew appropriate. 1

I
I

I
I
I
I

5

---- ._----_._~-
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I
I
I
I
1 I!

Secretary of Commerce

USCOMM- DC .- 87-8951

I
I

" I
Department Organization Order 10-9, dated January 22, 1984, is hereby amended as

"shown below. The pW:R~se of this amendment is to delegate the Secretary's ~uthority
in the Federal Technology Transfer Act of 1986; and transfer previously delegated
authorities in the Stevenson-Wydler Technology Innovation Act of 1980 from!the
Assistant. Secretary for Productivity, Technology and Innovation to the Under
Secretary for Economic Affairs. I

1
• f

SECTION 3. DELEGATION OF AUTHORITY. In pen-and-Ink, reletter paragraphs .02
through .04 as .03 through .05, a new paragraph .02 is added to read as follows:

".02 The authorities and respons~bilities of the Secretary of Commerce in lhe
Stevenson-Wydler Technology Innovation Act of 1980 (P.L. 96-480), as amended by the
Federal Technology Transfer Act of 1986 (P.L. 99-502)." "i

IA./ _ / ./:7 A __ ,

I.

~
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FUNCTIONSSECTION h

I

I
OFFICE OF FEDERAL TECHNOLOGY COMMERCIALIZATION I

t
SECTION ~ PURPOSE 1

.01 This Order prescribes the organization and the I
functions of t:he Office of Federal Technology cowwercializatton.

SECTION ~ STATUS ~~ Q£ AUTHORITY i
.01 The Office of Federal Technology cowwercialization! a

constituent operating unit of. the Departwent, shall be heade~ by
a Director who shall report and abe responsible to the Underl
Secretary for Econowic Affairs through the Assistant Secretaty
for Productivity, Technology and Innovation. I

1
The Office of Federal Technology Cowwercialization shal~ be

the principal unit in the Departwent on issues and policies i
relating to technology developed in Federal laboratories, I
developed with Federal funding, or affected by Federal prograws
and activities. In carrying out these responsibilities, thel
Off iceshall:1

a. Advise the Under Secretary for Econowic Affairs and other
Departwent officials on iwportant poHcy questions and probl~ws
relating to pr Lvate sector use of Federal technology. I

1

b. Enhance the flow of Federally funded technologies to th~
private sector and winiwize adverse affects of Federal.progr~s
on technology developed by the private sector. !

1

c. Assist the Under Secretary for Econowic Affairs· in I
perforwing the lead agency functions delegated by the Secret~ry,

concerning Federal technology wanagewent policy under Public!Laws
96-480, 96-517, 98-620, 98-622, and 99-502 and Executive Ord$r
10096 and the President's patent policy weworanduw, includins
coordinating, wonitoring, gathering relevant data, evaluatin~

relevant prograws and activities, developing uniforw Governwent
wide standardEi for iwplewenting Federal patent policy, prepafing
reports, dissewinating inforwation, waking recowwendations, and
taking other actions necessary to assure waxiwiuw private settor
opportunity for cowwercializing technology resulting frow I
projects perforwed by Federal agencies or financed with Fede~al

Governwent funds. I
d. Review for the Under Secretary and advise on, all Cowwetce
activities under the Stevenson-Wydler Technology Transfer Aci of
1980 and the E'ederal Technology Transfer Act of 1986. I

._~-~~---_.~
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ORGANIZATION

b.

a.

c.

~

SECTION L.

I
I
I

e. Chair the Federal Coordinating; Council on Science, I
Engineering, and Technology Cowwittee on Intellectual Proper~y

for Technology Transfer. I
f. Develop a Governwent-wide policy on technical data used br
developed at Governwent expense. I
g. Develop training waterials and prograws for helping Fed~ral

laboratories or Federally-funded laboratories evaluate the I
cowwercial value of their technologies and iwprove their I
technology transfer capabilities. I
h. License Federally-owned inventions both within the custo~y
of the Departwent of Cowwerce and other agencies. I
i. Chair the Cowwerce Cowwittee on Laboratory Technology !
Managewent, to coordinate iwplewentation of authority delegatlions
to DOC laboratories under subsection ll(a); the awards !
prograw authorized by section 12 of P.L. 99-502 and the I
distribution of royalties under Section 13 of P.L. 99-502. 1

j. Prepare the reports frow the Secretary to the presidentl~nd
Congress as required in P.L. 99-502.

I
i

.01 The Office of Federal Technology Cowwercialization I
shall consist of the Division of Federal Technology Manag~w~n~

Policy and the Division of Federal Patent Licensing. I
. I

02. The Division of Federal Technology Managewent policy!
shall: I

I
Provide advice and assistance as requested by othe9
Federal agencies on cowwercializing inventions, wo~el

agreewents, and cooperative research and developwe~t

projects as authorized by paragraph 10(g) (1) of . I
P.L. 99-502.1

I
Develop the biennial report required by sUbparagragh
10(g) (2) of P.L. 99-502 to the President and congr~ss
on Governwent-wide use of the authorities provided lin
the Act.. I
Analyze and propose new legislation or other policVes
including Governwent-wide regulations on wan.agewent

l
l of

technology developed by the Governwent or with .
Governwent funding, including preparation of the report
to Congress and the President required by paragrap~
10 (g) (3) of P.L. 99-502. I

!

I
I

I
• e. !

- "------------ ----~~.-.-._._-~-~------,--;-,-----,-------~.~.~--,~•.",~_._---
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At laboratory and/or agency request, file patent
applications, particularly for overseas patents.

Develop and adwinister policies for distributing
royalty incowe within the Departwent of Cowwerce
accordance with subsection 13(a) of P.L. 99-502.

03.

d.

e.

f.

g.

h.

i.

The

a.

b.

c.

kI..

I
I
!
t

f ' . b IDra t Cowwerce regulat~ons as way e necessary to I

cowply with subsection ll(c) of P.L. 99-502. I
I
t

i1
Issue, interpret, and waintain regulations under I
P.L. 96-517 and 98-620 on ownership of Governwent !
funded inventions (37 CFR Part 401) and lIcensing Qf
Governwent-owned inventions (37 CFR Ch.IV). I
Interpret and adwinister Governwent Ewployee Invenuor
Prograw under E.O. 10096, including recowwendation~ for
changing the Order if necessary to conforw with neW
legislation. I

•
Work with agencies to help take advantage of the I
Stat.utory Invention Recording process authorized b*
P.L. 98-622 and develop the required annual report~

I
Provide advice and assistance to the Director of tne
Office of Science and Technology Policy on watters I
related to wanaging technology developed by the I
Governwent or with Federal funding. I

Division of Federal Patent Licensing shall: I,
Negotiate agreewents with Federal laboratories and40r
agencies for provision of services related to lice~sing

of laboratory or ewployee inventions. 1
I

Provide services to Federal laboratories and/or I
agencies in finding potential licensees, negotiating
licenses, and adwinistering licenses including I
collecting royalty paywents. 1

I,
I
i

Provide training on a reiwbursable basis to Federal
agency and laboratory pe~sonnel in patent licensing.

!
I

I
i

I
I___._~~~__·_"~~C_~__-,-----_·
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!

2. Wiktor

1. Walser Johns Hopkins U.

Wistar Institute

Keto-Acid analogs of Amino
Acids for treatment of
uremia

Reibi es Vacti ne

Pfrimmer of Millions - Clinical trials
Germany and Syntex in process. Expected to be
of U.S~A marketed in 6 mos. in

Europe.

Wyeth 'Laboratories On the market - millions

"

3. Kamen et a1

4. li1lehei/Kaster

Case Westerri Res.

U. of Minnesota

Methotrexate Assay
during Cancer"
Chemotherapy

Pivoting Disc Heart Valve

Diamond Shamrock
Corp.

Medical, Inc.

Being test-marketed.
Production scheduled for
late 1977. Millions.

Being sold in world-wide
market since 1971.
Mill ions.

About to apply for an
NOll. and an NADA. Will
spend about $10 million.

Have applied for equivalent
of NDA in France. '
Approximately $5 million.

Upjohn

Rousel-Uc1af
(Hoechst)
and

Implantable Infusion Pump Metal Bellows Co. Undergoing clinical trials.
(Constant Infusion of Drugs $750.000.
for Trea tment of Cancer,
Diabetes, Pain. Morphine-
addi ction, stc.)

25-Hydroxycholecalciferol
for treatment of Osteo
dystrophy with liver
dysfunction

U. of Wisconsin

U. of Minnesota5. Blackshear et a1

6. Deluca

7. Deluca U. of Wisconsin ' l-Alpha
Hydroxycholccalciferol
for treatment of Osteo
dystrophy with Kidney
Dysfunction

leo Pharma
ceuticals

Applying for new drug
applications in Denmark
and Great Britain. May,
be marketed this year.
Approx. $5,000,000.
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SAMPLING OF UNIVERSITY PATENT lICENSING PROGRAMS

Inventor University Invention licensee ~roximate Investment

8. Deluca et.al U. of Wisconsin 1, 25-Dehydroxyergocalci- Hoffman-:laRoche About to apply for NDA.
ferol for Treatment of . Inc. Will spend about $10
Osteodystrophy with million.
Kidney and liver Dysfunction
and Senile Osteodystrophy

9. f.Olt . Columbia U. Silver Sulfadiazine used Marion Labs ; , Now on market -
in Treatment of Burns Kansas City, Mo. Approx. $5,000,000

10. Heide1b£'rger U. of Wisconsin Use of F3TDR for Herpes Burroughs Wellcome Approx. $5,000,000
Infections of the Eye Co., Research NDA expected by end

Triangle Park, N.C. of 1977:

ll. Fischell Johns Hopkins U. Rechargeable Cardiac Pacesetter Systems On market since Feb -.
Pacemaker Sylmar, California. 1975 - Approx. $720,000

12. Holland Tulane U. Method of Reducing Intra- Cooper labs .. $2,000,000 - Development
ocular Pressure in the Bedford Hills. N.V. leading to NDA is in'
Human Eyes (Glaucoma process and on schedule
Treatment)

13. Pressman U. of Miami Application of X-537A in .' .Hoffman-laRoche. $500.000 to $1,000,000
the Cardiovascular System Nutl ey. N.J. 'tlinical evaluations
(for stimulation in cardio- s+~" ~n n~og~ess101111 .. , t'" ,

genic shock. congestive
heart failure. etc.)

14. Higley . Natl. Institute Polycarbonate Dialysis C. R. Bard Inc., Over $1,000,000. Market
of Scientific Membranes (kidney Murray Hill. N.J. introduction expected
Research dialysis) imminently.

15. Talbot/Harrison· Johns Hopkins U. Ballistocardiograph Royal Medical Corp. Approx. $330.000. Now
Apparatus Huntsville. Ala. on market.
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. SAMPLING OF UNIVERSITY PATENT LICENSING PROGRAMS
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Inventor Un iversi ty -"--lnventron".·----"--"--t1"Cens1!e-"--~.~.--APP:coximaJe InY.e.stment

16. Plotkin

s-

Wistar Institute Rubella Vaccine 1) Wellcome Approx. millions -
, Foundation Now on market.

2) L'lnstitut
Merieux

3) Swiss Serum and
Vaccine Institute and others
(Merck, an Itali~n firm, etc.)

17. Schaffner/Meehl inski Rutgers' 'U. Derivatives of Polyene
MacrQlide Antibiotics

. E.R. Squibb of
U. S. A.

and
Dumex of Denmark

Millions - Clinical trials I

progressing favorably

New BrunswiCk Millions - On the market
Scientific Co.. . since 1973

, Inc." of Ne~ Jersy

18. Zweig

19. Lovelock

Syracuse U.

Yale U.

Apparatus for Measuring
, and Controlling Cell

Population Density in a
Liquid Medium

'Gas Analysis, Method Varian Associates. On the market
and Device for the Palo Alto. Calif.
Qualitative and
Quantitative Analysis of
Classes of Organic Vapors

•

-
Richardson~, Several millions - In
Merrell. New York, process of development
N.Y. and testing for marketing

etc. here and abroad

Prostoglandins for possible
Treatment of Bronchial'
Asthma. Duodenal Ulcers,

. Inflammatory Conditions.
:'.

U. of Chicago

.'

20. Fried

, .
21. Leininger/Grotta Battelle Memorial

et al . Institute" '

.'
"

Preparation of Non
thrombogenic Surfaces
and Materials

C. R. Bard. Inc., $107,754 - Some products
Billerica. Mass.; being marketed and
Sherwood Medical others being tested.
Industries. St. Louis
Mo.; and American
Hospital Supply Corp ••
Irvine. California.
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Apparatus for the
Automated Synthesis of
Peptides

Apparatus and Method
for Rapid Harvesting of

'Roller Culture Supernatant
Fluid

t.

. ~~see~ .__Approx imatel nv estme..11 t_'-
rBeckman Instru- Being marketed si.nee ,

ments, Fullerton, 1973. .
California

Inventor

22. Merrifield

23. Smith/Kozoman

Univers ity

Rockefeller U.

Duke U.

-

Inventi on
~---~..=~'

Bellco Glass, Inc.
Vineland, New
Jersey .

$25,000 - Being marketed
since June 9, 1976

24. Zweng Stanford U. Laser Photocoagulator Coherent Radiation, Approximately $500,000
Palo Alto, Cal. Standard tool of

oph tho1mo109 ists

25. Sweet et al

26. Boyd/Macovski

27. Saxena

28. Calnek/Hitchner

29. Carlson

3D. Leake/Rappoport

Stanford U.

Stanford U.

Cornell U.

Cornell U.

Iowa ~tate

Harbor General
Hospi ta1

Cell Sorter

Computerized Axial
Tomography

Method for Testing
for Pregnancy

. Cell-free virus
Preparation

Respiratory Augmentor
with Electronic Monitor
and Control

Bone Induction in an
Alloplastic Tray

Becton-Dickinson,
Rutherford, New

.Jersey

S.A.1.
Cupertino, Cal.

Carter-Wallace

Merck

Bourns, Inc.

Am. Hospital
Supply

Approx. $200,000. Importa
research too'l

Approx. $300,000. Will
be marketed soon.
Approx. 1/2 million
On market

On ma rket since 1966;
sales now in millions

Data not available
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Inventor Universitx. ' Invelltion_ Licensee State of Development,

31. Bradford/ U. of Georgia Protein Assay Reagent Bio-Rad Labs, Inc; On the market since
Will iams and Method Quantimetrix Corp. Apri 1 1977

32. Tenckhoff U. of Washington Catheter Insertion Sweden Freezer On market
Trocar Mfg. Co;

Cobe Labs;
Physio-Control Corp;

33. Leonard et al U. of Illinois Fluorescent Derivatives PL Biochemicals On market
of Cytosine-Containing
Compounds

34. Secrist et al U. of III i noi s Fluorescent Derivatives PL Biochemicals On market
of Adenine-Containing
Compounds

35. Asgar U. of Michigan Partial Denture AllOY On market

36. Carlson/Ward U. of Washington Coherent Biological 3M Company Marketing development
Cell Analyzer in progress.

37. Charlsonl U, of Washington Integrating Nephelometer Battelle Develop- On market
Alhqu'!st and ment

Photon-Counting Integrating
Nephelometer

38. Thomas U, of Washington Artery-Vein Shunt
Applique

Battelle Develop- Being marketed
ment Corp.
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I·
9. Holcomb Yale University Method and Apparatus for Avery Labs, Inc. On the market since 1973 '

Stimulation of Body Tissue

11. Roelofs Cornell University

\2. Whitby Univ. of Minnesota

n. Bacaner. Univ. of Minnesota

44. Whitby Univ. of Minnesota

45. Bradley Univ. of Minnesota

46. BUTLER Purdue Research Fdn.

Two licenses, On market since 1972
names not available

Rand Research & Licensed in 1977.
Development Corp.

Zoecon Corp. On market since 1972.

Name not available On market since 1969

Burroughs On market
Well come

Not available On market since 1969

10. Dugan Temple University

•

Novel Conlpositions for
Radiotrac:er Localization
of Deep I'lli n Thrombi

Codl i ng ~IJth Pheromone

Particle Counter

Method for Suppressing
Ventricular Fibrill~tion

Aerosol Sampler

Apparatus to Stimulate
the Bladder

Hydrophobic Noncovalent
Bindin9 of Proteins to
Support Materials

Regis Chemical

•

On market since April 1977

7



Inventor

.7. Rosenberg

Universit,I

Michigan State Univ.

-7-

Invention

Platinum Compounds as
Anti-Tumor Agents

Licensee

Possibly Adria,
Bristol 01'

Miles Labs.

State of DeveloEment

On market in late 1977

+8. Coller Institute for Cancel' Process of Viral Diagnosis
Research and Reagent (Ra4ioimmuno-

assay)

49. Kosikowski Cornell University Antibiotic Test Kit

50. Kosikowski Cornell University Process for Milk
SteriUzat ion

Abbot Labs.

Bacto Strip

De Laval
Alpha Laval

Licensed in 1977 (Canada)
On market in U.S.A.

On market

On market

51.

52.

McLafferty Cornell University

Kattwinkel et al Case Western Reserve

Pregnancy Test

Device for Administering
Pressure via Rasal Route

Carter-Wallace On msrket

Sherwood Medical On market since 1975

53. Neckers et al (Univ. of New Mexico Polymer-based Photosensitizers
(Wayne State University

National Patent Being sold for research
Development Corp. purposes only at this

time

54. Ke ith/Snipes Penn. State Univ. BRT Antiviral Agent

55. Najjar Tufts University Therapeutically Useful
Polypeptides

56. Story et al Univ. of Georgia Macrocyclic Compounds

57. Mielke Institutes of Medical
Sciences

Template for Ivy Bleeding
Time

Key Pharmaceuticals

Calbiochem

(Chemical Samples
Company

(Albany International

Remakit, Inc.

Development is at
the IND stage

Being sold for research
purposes only at this
time

Commercial marketing
expected within the
year

Being sold commercially



Inventor University Invention.
·8·

Licensee State of Development

i8. Murray /Somerset State Univ. of N.Y•.Knee Joint Pi-osthesis
\
I

Rowmedica, Inc. On commercial market since
1976

59. V;t;'/Bro~~eJTyers penri.:--stace"'Ui'I"t'ir;----Reehargeab·le-Ca.r.dia.c._~~._ _.lntermed ics, Inc. Near market
l'acemsker -_ - .•~ _-.----.~~.._~ -~._.~-..~.___I

bOo Volz et al Penn. 'State Univ. Recnargeable Cardiac
Pacemaker

Intermedics, Inc. Being sold commercially

ul.· Travis/Pannell Univ. of Georgia Albumin Recovery Method Calbiochem Research quantities of
albumin isolated by thiS
method being sold to
investigators.

62. Schaffner et al Rutgers . Derivatives of Polyene
Macrolide Antibiotics

E. R. Squibb Nearing commercial market

:

63. Kupchan et al, Univ. of Virginia Ansa Macrolide Tumor
Inhibitor

,
Bristol-Myers In clinical development

64. Peterson North Star Re's ,
(Midwest Res.)

Blood Compatible Polymers Celanese Corp.
for Blood Exygenation Devices

Development progressing to
overcome serious bsrriers

~

In process of development.

In process of development

NDA under review

To be marketed in 1979

In process of development

Dentsply, Inti

Norden Labs.

Squibb & Sons

Sandoz, Inc.Male Contraception Method

Complete Automation of
Radioimmunoa~say

Therapy for Calf Diarrhea

Hydrophobic Polyme~ Com
posite Restorative

Test Kit for the Genetic Miles Labs
Detection of Microor~anisms

Pitch Synchronous Speech Sand- Intermedics, Iuc. In process of development
with Compressor

Colorado State

Univ.of Michigan

Harbor General
H;ospital

Univ. of Virginia

Univ. of Michigan

Univ. of Michigan65. Juni

66. S'chreiner

67. Craig

68. Phillips et ai

69. Parlow

70. Brooker et al

71. Stoner et al Univ. of Virginia A Material for Binding Amalgam Star Dental Co.
to Teeth Under d~velopment
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Practice Tip

Only claim what applicant created as their
ornamental design

- Don't claim functional features unrelated to the
design.

- Don't claim hidden structure or surfaces which

~~"~ f0l1'l1 no~,!r(gf~h~ desigI!~_. __,_"""__.."_"_.~ ~_""__" _



Claim

Since the claim in a design patent
application is directed to the ornamental
appearance for an article, it follows that
the visual disclosure is the most important
part of the application.



Visual Disclosure

The visual disclosure must satisfy the requirements of 35
U.S.C. 112, first and second paragraphs.

That is, the shape and appearance of the claimed design
must be shown in such full, clear, concise and exact terms
as to enable a designer skilled in the art to which it
pertains to reproduce it; and must particularly point out
and distinctly illustrate the subject matter which applicant
regards as their design invention.



Visual Disclosure

A poor quality visual disclosure could be fatal
to obtaining design patent protection.



Pitfall - Filing Informal Drawings
.

Filing of informal drawings that have light,
pale lines that do not permit an
understanding of all surfaces and details of
the design will result in a rejection of the claim
under 35 u.s.c. 112. Such a rejection may not be
able to be overcome without introducing
prohibited new matter. 35 u.s.c. 132; 37 CFR
1.121(f).



I Pitfall - Filing Photographs

Photographs must be of sufficient quality so that all
details shown therein are reproducible in the printed
patent, 37 CFR 1.84(b)(I).

Shadows and solid black areas in photographs may
prevent a clear and adequate understanding of the
design claimed which may result in a rejection of the
claim under 35 U.S.C. 112. Such a rejection may not

I be able to be overcome without introducing prohibited
l·"--·-·_··-~new'inaner. 3-5"U-S:c:-rJ2;~J7~CFR~r:r21 (l):-~'.".~--'--"-'~-~.'--'-,
I



Pitfall - Filing Photographs

Photographs to be accepted as formal drawings must
be limited to the design claimed and must not disclose
environmental structure, 37 CFR 1.152.

The above requirement limits the scope of the
claimed design by showing all surfaces and details of
the article including those portions that may be
dictated by function.



Example

FIG. 1



Practice Tip

If possible, formal pen and ink drawings, clearly
illustrating the exact shape and appearance of the
design claimed, should be submitted with the
application as filed.

If formal pen and ink drawings cannot be
submitted with the application as filed, any
informal drawings or photographs submitted
should be reviewed to assure that the exact shape
and appearance of all surfaces of the design

l~-~··_·_~·-·--Glaim@Q~{;an-b~.-aQ@qYatel~-llnder-stQQd~~_.~---.._---
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Practice Tip 
Shortening the Application

If a surface of an article is considered part of the claimed
design but is not shown in the drawing since it is the same
as or a mirror image of a another surface disclosed in the
drawing, the specification as filed must clearly indicate
such. Otherwise it will be understood that the claimed
design is limited to the views shown in the drawing.

- An ornamental design may be embodied in less than a complete
article. In re Zahn, 617 F.2d 261,204 USPQ 988 (CCPA 1980)

Any attempt to describe a surface not disclosed in the
······~-~·~··~···~ltrawif1g..ur·sp'ectfi"C1ftiun-·uf··mT~a:pptrc·atiurr-·as-'fited-witl~e·~·--~··_~~·~-·~

considered new matter.



Practice Tip 
Use of Broken Lines

If broken lines are included in the drawing their
use must be defined in the specification, i.e.
environment, boundaries, stitching, fold lines,
etc.

"Dotted and broken lines may mean different things
in different circumstances and all we wish to say here is
that in each case it must be made entirely clear what they
do mean." In re Blum, 374 F.2d 904, 153 USPQ 177

(CCPA 1967).



Practice Tip - multiple
embodiments in an application

If the disclosure of any embodiment relies on the
disclosure of another embodiment for completeness to
satisfy the requirements of 35 U.S.C. 112, first paragraph,
the differences between the embodiments must be
identified either in the figure descriptions or by way of a
special description in the specification of the application as
filed.

MPEP 1504.05 II. A.

In the absence of a description of the differences between
embodiments in the specification of an application as filed,
the disclosure of one embodiment will normally not be

j permitted to provide antecedent basis for any written or
1-""--~-_··---~¥isl:!"al-am0B4m0Rt-te"-th@-GisGlesy.F@-e£"eth@r-@mbedillH~RtS·."-~·--,~-'"'------
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~mes Gandy at USPTO

Telephone No.: (703) 305-3264
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On June 9, 2008, the Supreme Court decided
Quanta Computer, Inc. v. LG Electronics, Inc.!
At issue was whether the doctrine of patent
exhaustion applied to the sale of components
of a patented system, where such components
must becombined with additional components in
order to practice patented methods.' The Court
held 11 1that the patent exhaustion doctrine does
indeed apply to method patents' and (21 that an
authorized sale of an article that "substantially
embodies" the patent exhausts a patent owner's
rights under patent law.'The Court attempted to
temper this holding by observing in a footnote
that contract damages may be available to a
patentee even where patent exhaustion operates
to eliminate patent damages." This concession
comports with Federal Circuit law holding that
"private parties retain the freedom to contract

The Supreme Court decided KSR International
Co. v. Telel/ex, Inc1 a little more than ayear ago.
Since then, the patenting community has watched
to see how the lower courts would interpret the
decision. After all, KSR involved arelatively simple
invention: electronic pedal sensors for computer
controlled throttles. What would KSR mean forthe
patentability of complex inventions infields such
as biotechnology, medicinal chemistry, digital
communications, and nanotechnology?

KSR and theTSM Test
The Federal Circuit has long employed a teach
ing, suggestion, or motivation test (the so-called
"TSM test"), under which a patent claim is only
proved obvious if the priorart, the nature of the
problem solved, or the knowledge of a person
having ordinary skill in the art reveals some
motivation or suggestion to combine the prior

----------- . -_.... ---,~~'-_.' -'-"_.- ._~.-~--

1.1

'i
i

y
concerning conditions of sale," when that sale is
conditioned upon a lawful restrictidn.6

j
In the wake of Quanta, patent hflders should
consider carefully constructing the conditions of
sale so asto limit licensees' right~, as opposed
to attempting to limit downstreaiTl third parties'
rights that flow from the licensee, Likewise,
licensees should negotiate royalty ~ayments that
account for the lower value of th~se restricted
patent rights. In general, then, datent holders
and licensees should consider ree~aluating what
is and is not "authorized" underlttheir licerse
agreement(s)"

The Quanta Decision i
Quanta settled a dispute betwe~n a group of
continued on p.21

art teachings in a manner that ren&ers the claim
obvious. The TSM test played the lcentral role in
KSR's legal drama. I
Prior to reaching the Supreme couh, the Federal
Circuit had reversed the district fourts finding
that the patented invention was itvalid as obvi
ous.'The defendant's obviousnesslargurnent had
relied on combining the teachings dltwo separate
references.' The district court foun~thatthe com
bination was proper because it wa~ suggested by
the nature of the problem to 'be s&lved.' Relying
on the TSM test, the Federal Cirtuit ruled that
the combination was improper bJcause neither
reference precisely addressed thJ problem that
the invention allegedly solved." I

I
The Supreme Court reversed the lederalCircuit,
continued on p. 5 I

I
I,
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Furthermore, inPfizer, Inc, v. A~otex, Inc.!',
the Federal Circuit abandoned its earlier
requirement thatthe motivation to combine
must be suggested bythecOTbined refer
ences, In Pfizer, the Federal Circuit found

:l
the motivation to combine inahostof refer-
ences thatwere themselves n~t partof the
combination asserted againstjthe patent.t?
Hence, in late 2006 and early 2007, the
Federal Circuit appeared topre1mptto some
extent the Supreme Court's decision in KSR
by anticipating many of the aspects of the

t
Supreme Court's decision, I

'I
It isunclear, therefore, whether!the Supreme
Court's decision in KSR has done much to
change the law of obviousnes~, Clearly, the
Supreme Court has eliminate~the TSM test
as an absolute threshoid for challenging a
patent as obvious, This is e~peciallY true
for rigid applications of the rSM test that
required the combined refer~'nces to sug
gest the desirability of their lcombination,
The Supreme Court's decisioh in KSR has
replaced such rigid apPlicatiO?S of the TSM
test with a perhaps softer focus on the rea
sons that may drive one of o!dinary skill in
the art to the claimed invention, as well as
the predictability of successfully achieving
it But this is notsubstantially different from
the TSM test I

i

In thefollowing sections, we slurvey several
cases in which the Federal dircuit has ap
plied this new rubric, and disbuss how the
Supreme Court's decision inlKSR mayor
may nothave affected the result We divide
ourdiscussion between cherrjstry/pharrna
ceutlcal cases and electrlcal/mechanical
cases. J

;\
f

Chemistry/PharmaceuticJl Cases,
Takeda Chemical Industries, Ltd, v. Alp-
hapharm Ply" Ltd,", was onelofthe Federal
Circuit's first post-KSR obviousness cases,
continued onp, 6 i

I
r;;-'1 ~

snippe~s.
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tions." "Predictability" under KSR sounds a
lot like reasonable expectation of success
under the TSM test

KSR and the Federal Circuit
The Supreme Court granted certiorari in
June 200615, and in the following months,
the Federal Circuit began emphasizing aflex
ible nature of its TSM test For example, in
the 2006case of DyStar Textilfarben GmbH
v. C,H, Patrick Co,I', thecourtemphasized
that the TSM test "is actually quite flexible
and not only permits, butrequires, consid
eration ofcommon knowledge and common
sense.?"

not of innovation but of ordinary skill and
common sense,"13 Similarly, the Court ob
served, "[lIn many fields it may be thatthere
is little discussion of obvious techniques or
combinations, and it may often be the case
that market demand, rather than scientific
literature, will drive design trends."!" The
Supreme Court showed that it is interested
in preventing the awarding of patents for
innovations that would occur in the ordinary
course of events,

Fourth, if a combination is "obvious to try,"
then the claimed invention may indeed
be obvious, The Court reasoned: "lwlhen
there is a design need or market pressure
to solve a problem and there are a finite
number of identified, predictable solutions,
a person of ordinary skill has good reason
to pursue the known options within his or
her technical grasp, If this leads to the
anticipated success, it is likely the product

First, the combined references need not
address the problem solved bythe claimed
invention,' Rather, any need or problem
known in the field and addressed by the
references can provide areason to combine
the teachings of the references,' These,
however, are old maxims,

Third, the predictability of a combination
is more central to the obviousness inquiry
than the source of the suggestion to make
the combination, The Court noted: "lwlhen a
work isavailable inone field ofendeavor, de
sign incentives and other market forces can
prompt variations of it, either in the same
field oradifferent one, Ifaperson ofordinary
skill can implement a predictable variation,
[the Patent Actl likely bars itspatentability."!'
"Acourtmust as.Lwhether the improvement
is more than thepredictable use ofprior art
elements according to their established func-

Second, the Court also considered the
forces driving innovation as important in
the obviousness analysis, stating, "lolften, it
willbe necessary foracourL ,to deterriiin'e
whether there was an apparent reason to
combine the known elements inthe fa.§1lion
claimed bythe patent at issue,9An~an

be important to identify a reason that would
have prompted a person of ordinary skill in
the relevant field tocoi'nbine the elements in--theway the claimed new invention does.">
This sou;,ds a lot like the suggestion or mo
tivation to make a claimed invention under
theTSM test

-------------

continued from p. 1
yet largely affirmed the utility of the TSM
test; at the same time, the Court warned
against application of the test in a manner
that would result in "[rligid preventative rules
that deny recourse to common sense." In
reaching itsconclusion, the Court provided
several additional signposts that indicated
its desire for a more flexible obviousness
inquiry,

KSR - One Year Later
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Finally, inEisai Co, ltd, v. Dr, Reddy's labo
ratories, ltd,", thecourtagain considered

In Aventis, the court looked to an analo
gous series of stereoisomers that Merck
had previously discovered" In the Merck
mixture, Merck scientists determined that
a particular stereoisomer was the source
of the mixture's therapeutic activity." By
using Merck's findings, the court held that
one of skill in the art had reason to seek a
stereoisomer primarily responsible for the
activity, and could predictably determine
which stereoisomer in the Aventis mixture
would be responsible for the mixture's drug
activity."The courtalso noted that Aventis
failed to show unexpected results sufficient
to rebut the prima facie case ofobviousness,
Thus, the court emphasized predictability,
butwent outside of the immediate prior art
to find the reason why the skilied artisan
would select a particular stereoisomer from
the mixture,

patented compound obvious, The patent's
claims were directed to apurified stereoiso
mer of a particular compound useful as a
treatment for hypertension,28 It was already
known that a mixture of the compound's
various stereoisomers possessed efficacy
for the same use,"

The Federal Circuit acknowledged that a
purified compound is not always rendered
obvious by a mixture containing the com
pound.'? But the court noted that "if it is
known that some desirable property of a
mixture derives in whole or in part from a
particular one of its components, or if the
priorartwould provide a person of ordinary
skill in the artwith reason to believe thatthis
is so, the purified compound is prima facie
obvious over the mixture even without an
explicit teaching that the ingredient should
be concentrated or purified.P'

The Federal Circuit rejected Alphapharm's
argument, reasoning that KSR's "obvious
to try" language does not open the door
to any speculative modification of a known
compound," Rather, modification of a
known compound would be "obvious to try"
if one of skill in the art could expect the
modification to yield a predictable solution
(i.e" if there were a reason to expect the
predicted result)." In this instance, there
was nothing remarkable about compound
b. In fact, it showed poor results as an an
tidiabetic agent and therefore taught away
from its use as such a drug." Thus, there
would be no reason for a skilled artisan to
modify compound b nor predictably expect
that modifying it would lead to acompound
having effectiveness as adiabetic therapy,"
Thus, the Federal Circuit rejected aspecula
tive "obvious to try" standard, and insisted
on the central role of predictability, The
Court agreed with the district court that
Alphapharrnhad failed to establish a prima
facie case of obviousness,

In Aventis Pharma Deutschland GmbH v.
lupin, ltd,", the Federal Circuit applied
a similar "predictability test" to declare a

Pointing to KSR, Alphapharm argued that it
was "obvious to try" to modify the known
compound to arrive at the claimed novel
compound."

6 Volume 6, Issue 3, October 2008

continued from p. 5

The invention claimed bythe asserted patent
related tonovel chemical compounds useful
in the treatment ofdiabetes,21 In Takeda, the
claim atissue was directed to the compound
pioglitazone, wherein an ethyl group is at
tached to the 5'-position of a pyridyl ring
(see Figure I). The alleged infringer argued
that the claim at issue was obvious over
the prior art compound b, which included a
pyridyl ring with a methyl group attached at
the G'-position (see Figure 2),



I
obviousness inquiry, the burden!of establish
ingaprima facie case ofobviousness during,

I
Second, an obviousness rejeJtion may be
overcome by establishing th~t the factual
underpinnings relied on by the examiner
are flawed or insufficient. ClerrlY, an obvi
ousness rejection cannot be supported by
an examiner's erroneous interpretation of a
reference. A case of prima f~cie obvious
ness is also not established by a summary
of the teachings of a collection of refer
ences. Rather, the examiner m~st support a
conclusion of obviousness byhhowing how
the references teach or lead/to the claim

elements.51 I
Conclusion I
In theyear since the SupremelCourt issued
its decision in KSR, the lowe1 courts have
continued on p. 8 I

I

proseculton sltll remains squarely with the
'xaminer. According to MPEP '§ 2142~nd
: 43, an examiner seeking t establish a

'Prima facie case ofObviousnes~must clearly
articulate reasons with rati~nal, factual
undeFjiii'ifiiilgs to support theconclusion of
obviousness. Consequently, an [obviousness
rejection from an examiner is ~ubject to at-
tack onat least two bases. 1

I
First, an obviousness rejectlon may be
overcome if the examiner did not clearly
articulate reasons why the clai~ed invention
logically foilows from the teaqhings of the
cited art. Under MPEP § 2143, conclusory
or irrational-statements are i~sufficie~t to
establish a prima facie case of¢bviousness.
Italso appears thatprima facie[obviousness
isrfotestablished when an exaf,niner merely
ide'nllfies claim elements scattered ,_ ng
several references. Rather, t e examiner

=------('• II' Imus logics y establish at least one reason
why aperson of ordinary skill i~~he artwould
be ~ad to .mqdify the cited ait to achieve
the claimed invention.50

Application of KSR to Prosecution of
Patent Applications
With the new flexibility for applying the TSM
test, and the acknowledgement of several
new valid obviousness positions, patent
examiners atthe U.S. Patent and Trademark
Office may begin applying 35 U.S.C. § 103
more broadly inthefuture. Hq"!.€ver, regard
less of the permissible level of flexibility inan

switch employed by the prior-art device."
The court stated that objective evidence
of nonobviousness in this case, including
any substantial evidence of commercial
success, praise, and long-felt need, was
inadequate to overcome such astrong prima
facie case of obviousness (i.e., favoring
resistive switches over mechanical switches
is nota novel point)."

In the absence of more rigid approaches, it
may now be easier to challenge the nonobvi
ousness of an invention bycombining refer
ences to show thatthe particular invention is
the predictable result of combining familiar
elements in accordance with well-known
methods." In Agrizap Inc. v. Woodstream
Corp.", the court noted that, as conceded
by Agrizap, the only difference between a
prior-art device and the asserted claims
was a type of switch used to complete a
circuit that triggers a function." The as
serted claims simply substituted a resistive
electrical switch forthe mechanical pressure

ElectricaljMechanical Cases
In recent cases involving consumer electron
ics, the Federal Circuit has embraced apost
KSR approach to obviousness that rejects
rigid formulae in favor of more fact-oriented
evaluations." In Leapfrog Enterprises, Inc.
v. Fisher-Price, Inc.", the Federal Circuit
noted that the goal of the asserted claim
was to allow a child to press a switch as
sociated with a single letter in a word and
hear the sound of the letter as it is used
in that word" The Court reasoned that
"[alccommodating a prior art mechanical
device thataccomplishes thatgoal to mod
ern electronics would have been reasonably
obvious to one of ordinary skill indesigning
children's learning devices."" Thus, when
an invention involves no more than updating
prior-art devices using modern electronic
components, the invention will likely be found
obvious in view of commonly available and
understood art."

whether there was a reason to make the
claimed compound at issue (rabeprazole)
and predictability in achieving the observed
results inview of a structurally similar prior
art molecule (Iansoprazole). Reddy's had
argued that it would be obvious to modify
lansoprazole to arrive at the structure for
rabeprazole." Reddy's, however, could point
to no objective reason why such a modifica
tion would be desirable'? In responding to
Reddy's speculative "obvious to try" argu
ment, theFederal Circuit again emphasized
thatobviousness requires thatany modifica
tions of known compounds must achieve
predictable results." In fact, the Court
suggested thatthis baris relatively high for
unpredictable chemical inventions: "Itlo the
extent an art is unpredictable, as chemical
arts often are, KSR's focus on ...'identified,
predictable solutions' may present adifficult
hurdle because potential solutions are less
likely to be genuinely predictable.""

sn~~~s. 7
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continued from p. 7
applied the opinion in several cases involv
ing a range of technologies. Ofcourse, the
long-term legacy ofKSR isstill unknown, and
the jurisprudence surrounding obviousness
will continue to evolve as courts wrestle
with KSR and its progeny. It seems clear,
however, that reasons to make a claimed
invention, as well as predictability in suc
cessfully doing so, have become important
elements in the obviousness analysis. In
that regard, KSR (and the manner in which
the Federal Circuit applies itl may nothave
a significant impact on the obviousness
analysis of complex technology.

Endnotes:
1. 550 U.S. , 127 S.Ct. 1727

(20071.
2. Teleflex, Inc. v. KSR Int'! Co., 119

Fed.Appx. 282, 285 (Fed. Cir. 2005).
3. Id. at 286-287.
4. Id.
5. Id. at 288.
6. KSR Infl Co., 127 S. Ct. atl732.
7. Id. at 1741.
8. Id.
9. Id. at 1740-41.
10. Id. at 1741.
11. Id. at 1740.
12. Id. (emphasis addedI.
13. Id. at 1742.
14. Id. at 1732.
15. KSR Inri Co. v. Teleflex, Inc., 548 U.S.

902 (U.S. 20061.
16. 464 F.3d 1356(Fed. Cir, 2006).
17. Id. at 1367.
18. 480 F.3d 1348 (Fed. tiro 20071.
19. Id. at 1362.
20. 492 F.3d 1350 (Fed. Cir. 2007).
21. Id. at 1353.
22. Id. at 1359.
23.ld.
24_ Id.
25. Id.
26. Id.
27. 499 F.3d 1293 (Fed. Cir. 20071.
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28. Id. at 1295.
29. Id. at 1301.
30.ld.
31. Id.
32. Id. at 1302.
33. Id.
34. Id. at 1302-03.
35. 533 F.3d 1353 (Fed. Cir. 20081.
36. Id. at 1357-58.
37.ld.
38. Id. at 1359.
39.ld.
40. See Leapfrog Enterprises, Inc. V.

Fisher-Price, Inc., 485 F.3d 1157,
1161 (Fed. Cir. 20071.

41. Id.
42.ld.
43.ld.
44. Id. at 1163.
45. See Agr/zap Inc. v. Woodstream Corp.,

520 F.3d 1337(Fed. Cir. 2008).
46.ld.
47. Id. at 1344.
48.ld.
49.ld.
50. See MPEP §§ 2142-2143.
51. Id.
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From: Jay Finkelstein
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To: Sheridan Neimark; Patent Attorneys

Subject: RE: I need case law

The closest that I foundis contained in the following excerpt from an amendment in Binder8Reex:

~
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!

I
f
I

(J:lNh}:1}:14,J:3J8_{f~<:i·_c::ir·12<)6) .

As stated in In re Kotzab, 55 U.S.P.Q.2D (BNA) 1313, U316-

17, (CAFC, 2000): I
Most if not all inventions arise from a combination of old I
elements. See In re Rouffet 149 F.3d 1350 1357 47 U.S.P.~.2D"-'""-.~~---~"-~~~"---~~".~"-~-~--.-~-"--~---.'-'".--~~-'".-'"------~-~~~~~---------------------~--~-.~'---.~"-";"-~_._._.__l_.,_,_..__~."._.~_. __,_..__._.•.,.....'._.'m••.•-•..-r...---.-.-~--~
(BNA) 1453, 1457 (Fed. Cir. 1998). Thus, every element of ~

t
claimed invention may often be found in the prior art. See lid.

t
However, identification in the prior art of each individuaU part

claimed is insufficient to defeat patentability of the who~e
!

claimed invention. See id. Rather, to establish obviousnes~
!

based on a combination of the elements disclosed in the prVor

art, there must be some motivation, suggestion or teaching ~f
the desirability of making the specific combination that w~s

made by the applicant. See In re Dance, 160 F.3d 1339, 134~, 48
t

U.S.P.Q.2D (BNA) 1635 1637 (Fed. Cir. 1998); In re Gordon )733........................... , - --.-- -.- ---.--..-.- - - _ .~_ _ _ _.._~l.__ ..-----..---.----~-.----~--~---------~---------- - ~------- -..--..--~..-..-..-.----~- --~- --~~--~---------~------~-----~----~~-------- l ..r: - , .
F.2d 900, 902, 221 U.S.P.Q. (BNA) 1125, 1127 (Fed. Cir. 19814).

I
Even when obviousness is based on a single prior art refere~ce,

t
there must be a showing of a suggestion or motivation to m~dify

the teachings of that reference. See FJ.E·_J;;ggQJ:'Js::h_(::g,__ ~, I
Aircraft Braking Sys. Corp., 72 F.3d 1577, 1582, 37 U.S.P.d.2D

r
I
I
1

It is noted that the rejection here under consideration is based.on

35 USC §102. However, as should be self-evident, and as the CCP~
noted in In re Kalm, 154 USPQ 10, 12 (1967): I

I
J

Necessarily, a description in a reference which is i
insufficient as a matter of law to render a composition of matte~
obvious to one of ordinary skill in the art would a fortiori be I
insufficient to "describe" the composition as that term is use~

I
I
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In re LUCK AND GAINER, 177 USPQ 523 (CCPA 19731
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I
Full Text Qf Cases (USPQ First serts)

I,
In re LUCK AND GAINER

U.S. Court of Customs and Patent Appeals
476 F2d 650

177 USPQ 523
No. 8842

Decided April 26, 1973

I
Headnotes I

I
PATENTS I

f
[1] Patentability -- tnventten - In general (§ 51.501) I
Under 35 U.S.C. 103 not only are teachings of prior art taken into consideration but alsg.'the
level of ordinary skill in pertinent art. I
[2] Claims - Article defined by process of manufacture (§ 20.15) I

t
Product claims may include process steps to wholly or partially define claimed product; to
extent these process limitations distinguish product over prior art, they must be given ~ame

consideration as traditional product characteristics. !

Particular Patents I
I

ParticUlar patents·-Lamp CQating I
r

Luck and Gainer, Lamp Coating, claims 1 to 10 of application refused. I

Case Hlstory and Dlsposlflon I
!
I
t

Appeal from Board of Appeals of the Patent Office. I
Application for patent of Russell M. Luck and Gordon C. Gainer, Serial No. 772,439, file~
Oct. 25, 1968; Patent Office Group 160, From decision rejecting claims 1 to 10, apPlicaP.ts
appeal. Affirmed. I.

I
I

Copyright 2007, The Bureau of National Affairs, Inc. Reproduction or redistribution, in whole or in part, and in any forrn, without ex~ress

written permission, is prohibited except as permitted by the BNA Copyright Policy. http://www.bna.com/corp/index.html#V 1 t

I
I

I
J.. ._)



The Invention

Opinion Text

Page 524

Opinion By:

Attorneys:

I
f

Full Text of Cases (USPQ First Ser,es)
I
~

I
W. D. PALMER (BLAIRR. STUDEBAKER of counsel) both of Pittsburgh, Pa., for appellants'l

S. WM. COCHRAN (FRED E. MCKELVEY of counsel) for Commissioner of Patents. I
1

Judge: I
t

Before MARKEY, Chief Judge, RICH, BALDWIN, and LANE, Associate Judges, and ALMONID,
Senior Judge. i

I
I
1
I

I
MARKEY, ChiefJUdge.1

This appeal is from the decision of the Board of Appeals, adhered to on recanskieretion.i
affirming the rejection of all the claims of appellants' application, serial No. 772,439, filJd

I

October 25, 1968, for "Lamp Coating," as unpatentabie under 35 U.S.c. 103 over Pipkinl 1in

view of Crissey et al. 2and Boyd. 3We affirm. I
I
I

The invention relates to an external coating for an incandescent iamp envelope (e.g. a I
Christmas tree lamp) which is adapted to both indoor and outdoor use and may be applied
by a dip-coating process. The claims are drawn to the resultant coated glass envelope, Claim
1 being representative: I

!

1. A hollow light-transmitting lamp-bulb-shaped glass member adapted tol
surround a source of radiations, a coating carried on the external surface of said I
glass member, said coating comprising a mixture of: i

I
(a) a polymer consisting essentially of polymethylmethacrylate having a tack!

point temperature of at least 170°C. and an inherent viscosity of at least 0.44; I
(b) from 0.1% to 10% by weight of said polymethylmethacrylate of an I

organofunctional silane having organic functional groups and silicon functional I
groups, organic functional groups of said silane reacted with said I

•polymethylmethacrylate and silicon functional groups of said silane reacted with I
the surface of said glass member to couple said polymethylmethacrylate to said !
glass member; I

(c) from 2% to 20% by weight of said polymethylmethacrylate of an additive I
I

,
\\
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The Rejection
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J

organic substance which is at least substantially transparent, has a boiling I
temperature at atmospheric pressure of at least 250°C., and is completely soluble i
in said polymethylmethacrylate polymer within the temperature range of from I
-40°C to 170°C.; and !

(d) said coating having been affixed to said glass member by applying I
thereon a liquid organic solvent having dissoived therein said polymer, said I
organofunctional silane and said additive organic substance, and said coated glass I
member thereafter being baked. I

Dependent claims 2-9 define limitations such as specific silanes in (b), organic substances In
(c), or coloring substances. Independent claim 10 is drawn to the preferred ernbodirnenj,
0.3-3% of component (b) and 5-15% of component (c). I

The Prior Art I
The primary reference Pipkin discloses glass lamp bulbs externally coated with a lacque1
composition which may be based on methacrylate esters. The coating is applied in a mixture
of organic solvents, the solvents then being removed. I
Crissey et al. disclose methylmethacrylate polymer coatings, pigmented or clear, for ceramic
articles, wherein 10-50% by weight (based on the weight of the polymer) of a plasticizer is
included. The correlation is set forth between plasticizer and physical properties of the!
coating, such as cracking, crazing, flexibility and durability. A solvent is employed in I
application and removed by air-drying or baking. I
Boyd, though directed to size compositions for glass fibers rather than coatings for li9htl
bulbs, teaches the use of a coupling agent to promote adhesion to the glass fibers of the
polymeric coating, which may consist primarily of polymethylmethacrylate. Organic sila~es
are described as suitable agents, with the nature of organic radical not being critical "except
the greater the degree of compatibility with the resinous material, the greater the coupling
power between the resinous material and the glass surface." In these particular!
compositions the silane coupler is present in amounts of 0.8-3.5% by weight, the polyrrler
1-7% and the aqueous carrier 75-98%. I

Page5251

I

I
The examiner considered it obvious to modify the basic coating of Pipkin by Including the
silane coupler of Boyd to improve adhesion and the piasticizer of Crissey et al. to improte
the physical characteristics of the coating. An affidavit submitted in an attempt to establish
criticality for the upper limit of 10% for the silane in the present coating was found to b~
un persuasive. Moreover, determination of optimum amounts of silane for a particuiar!
coating was considered within the realm of routine experimentation for one of ordinary ~kill

In the art. I
I

The process limitation set forth in part (d) of claims 1 and 10 was not regarded as I
I
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significant with respect to patentability of the claimed article for two reasons. First the I
organic solvent vehicle was no longer present in the product per se and second, an affidavit
purporting to demonstrate the difference between the present coating and a coating usirtg
an aqueous vehicle provided no actual comparisons thereof. I
In sustaining, the board agreed that appellants had failed to show that the use of a I
somewhat smaller ratio of silane to methacrylate (Boyd using a minimum of 11.4%) wa~
significant. On reconsideration, the observation was added that "[i]t is a routine matter to

I

determine optimum proportions for a given silane." The correspondence of appellants' !
ingredient (c) to conventional plasticizers was noted, a fact made evident by a review of!the
specification. On the matter of the process limitation, the board stated: I

~
* * * Insofar as the coated glass is concerned, it is immaterial whether the I

coupling agent was carried in water or in an organic solvent, since the carrier is no I
longer present in the finished article. In any event, we consider it obvious to use i
an organic solvent, because this is the vehicle in Pipkin'and in Crissey et al. i

Opinion !
I

Appellants rest their case for unobviousness on the amount of silane coupler employed i~
the lamp coatings and the method of application, as set forth in the process limitation. It is
urged that nowhere in the prior art is it suggested to use a silane coupler in the proportions
employed by appellants or to apply a coating containing such coupler in an organic solvent,
The disclosures of Boyd are said to lead oniy to the use of much greater amounts of the I
silane in an aqueous vehicle. 1

i
[1] We cannot accept appellants' contentions. The function of the silane in improving I
adhesion of polymeric material to a glass substrate was known, as was the effect of the!
plasticizer on the physical properties of the coating. Under § 103 not only are the teachlhqs
of the prior art taken into consideration but also the level of ordinary skill in the pertinent
art. Graham v. John Deere Co., 383 U.S. 1, 17, 148 USPQ 459,467 (1966). In the present
case, we must agree with the Patent Office that the determination of optimum amounts [of
the silane to achieve its recognized effect would lie within the ambit of ordinary skill in the
art. The relevant affidavit of the coinventors evidences no more than routine testing to I
ascertain the most favorable proportions for this particular application. No critical upper,
limit is established. No unexpected result is demonstrated. Hence we find no basis for
patentability in the amount of silane coupler.

I
[2] As for the method of application, it is well established that product claims may include
process steps to wholly or partially define the claimed product. See In re Brown, 59 CCP~
_._,459 F.2d 531, 535, 173 USPQ 685, 688 (1972), and the cases cited therein. To the
extent these process limitations distinguish the product over the prior art, they must bel
given the same consideration as traditional product characteristics. In the present case.jwe

f
cannot agree with the Patent Office that the absence of the carrier in the final product I
renders the carrier immaterial. The method of application could well result in a difference in
the coated article, regardless of the fate of the solvent. I

!
But we do find that the Patent Office has established a prima facie case of obviousness lor
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1 U. S. 2,781,654, issued February 19, 1957.

2 U. S. 2,934,509, issued April 26, 1960.

3 U. S. 3,082,183, issued March 19, 1963.

- End of Case 
AOB1R9G7G6

Footnotes

The decision of the board is affirmed.

I
I
!
f
t
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the product even with full weight being given to the process limitation. The Pipkin and I
Crissey et al. references specifically teach the use of an organic solvent. Hence such a I
soivent is an obvious alternative to the aqueous carrier of Boyd, no criticality having beeh
taught by Boyd for the combination of silane and water. I
Appellants' affidavit alleging that the use of an aqueous vehicle would result in an I
"extremely poorly adherent and unsatisfactory" coating fails to provide the rebuttal evidence
necessary to overcome this prima facie case. As pointed out by the examiner, no I,
comparative tests are presented for evaluation. Accordingly, on the record before us, thej
process limitation adds no distinguishable characteristic to the claimed product. I
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Examiner's intimation, the 1ere recognition
that "[t]he genetic modificatton of cells has
been routine in the art for some 20+ years"

(Answer 5) does not mean that a person of

ordinary skill in the art w1uld Will~nillY
modify any cell with any gene to cat a

disease." The Board noted \hat "the infer-l
ences and creative steps derived fro _the

As slated in in, re Oetiker, 977 F.2d prior art on this record fail t1 lead a per ~ \
1443,14'15 (Fed. CIr. 1992): of ordinary skill in the art 'to Appellants",

[11h . b he f .. I I
, e examiner ear~ t e In~tIa claimed invention. On th\"*owd, the'

bur~en " .. of presentl~~ a pruna Examiner =failed iO"'"j:t9ntify, ~ viable~
facie case of unpatenrability . . . . reason why a person of-ordinary skill would I

After evidence or argument is sub- ~een led to combine tHe teachines of
mitted by the applicant in response, [the cited art] in the manner set fo'rili·in
patentabilit:r is determined on the Appellant's claimed invention."
lotalil~ of the record, by a prepo~der- Another reason used byl.• the Board to
anoe of evidence WIth due consider- reverse- an Examiner's rej4ction is "the
ation to persuasiveness of argument,. unwitting application of hi~'dsight" which

When determining whether a claim IS is inappropriate. Ex parte Sq and ThomfJ!i-
obvio'if's, an Exanilller st make a com- BPAI _. (7 . ,1 , e

'ITR&pt the claImed InventIon - iBclud- I'd in Ex parte So at 5 stated "there is
.. .. .the teaching nothing 'in the applied refirences which

t tne pnor art. 8X art da at 7. The would have motivated an rofisan to select

Bo~ In .•x parte ~da cites KSR at 1741 this p~rticular in~~edient ~,n¢l then use the

for requrnng that there must be some "",s~u~lt~m~gli.licli!:;::·*illII_.::.,f.~~_,:~,
articulated reasonin with some rational case t at I suspect ~ight be cited
un erpinning to support the legal cone u- f quently.in the future is Ex Farte Atkinson

sion of obviousness\i nd Benedict, BPA! Appeal ~o. 2007-3900

!hus, one theme found,in ~oard,~ecisions (December 18, 2007): Here,! ~he .Examin~r
which reverse an Examiner s obviousness uses the common baSIS for rejection that It
rejection is that "The Examiner hilS QQt.,prtic would have been obvious to dne of ordinary
ulated a sufficie l' on wh one skilled i skill in the art "to optimize t+: the work-
the art would have modified t e rt able ranges." The Board in1reversing the
arrived at the presend claimed. sub· '<ExamIner states: "Optimization of a known

matter. exparte enhasi,BPAI ppea result-effective variable ill1 given range
J

2007-2534 (December 13, 2007). See als is generally obvious, In re '('eterson, 315
Ex parte Noelle et al., Appeal No. 2008-001 F.3d 1325, 1330 (Fed. Gir.! 2003); In re
(Jan. 15,2008) and Appeal No. 2007-435 Aller, 220 F.2d 454, 456 (PCPA 1955),
(Jan. 3, 2008), 'TheExaminer has the burd only when it is reasonably expected that an
of articulating a prima facie case of obviou improvement will arise in thdt

too often ignores, or neglects, As a final practice note, when preparing
fulfIlling this burcten. an appeal to the Board, it sh0r,ld be argued

Another example of an Examiner not to the extent possible: that the claims do
meeting his/her burden is found in Ex porte not stand or fall together. A kood exampl
Vatter) BPAr 2008-0141 (December. 12, ofthis strategy being used suqcessfully is i
2007). Here, the Examiner assumed that Ex parte Cohen, BPAI Appe~l 2q07-4,3

the s~l.icone. elastomer of.the reference had (Decemb~r 31, 2?(7). This ca~e had a nu 1-

certam claimed properties. However, the .ber of claims which were argued separa Iy
Board found that the "Examiner assume~and it was held that the Exdminer sirr. ly
that the silicone elastomer of [the citedrtdid, not meet his burd.en of JSlablishi a
art] has the claimed properties ...." The prima facie case for each an~ every c aim
Examiner "has not established with suf- , . and thus, some of the Examiner's obv )u::;-

ficient evidence" this belief. . ness rejections were reversedj
Ex parte Fathman, BPAI Appeal No. In sum, it was nice to see after revi

2007-4156 (December 11, 2007) dealt these cases, thal the Board Appears

with the.obviousness of claims dire.Gte,cl,to,.a~iving practitioners a road lTIt"T;for.tain-
vnethod f~ treating autoimmune chse~se In mg a favorable tlPpea

M
,Bo item me - {f),

a patient. Here;.~Board harshly rejected appeal! 4D XI. L..
the Examiner'sar~ents -t'Contrary to the c...rl oj J
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THE MEDICINE CHEST:

Non-Obviousness:
Hope at the Board?

22

IP Today Columnist Steven Ludwig is a
U.S. patent attorney with the law firm of
Venable LLP iTJ- Washington, D.C; Dr.
Ludwig's legal practice includes, litigating
and prosecuting pharmaceutical /" biotech
cases for his clients. He can he reached at
202-344-4690 or via email at sLudwig@

venable. com.

I
t is almost a year since KSR Jnt 'l v.

TeLeflex Inc" 127 S. Ct. 1727 (2007)
, was decided and I have been wondering

if the pendulum is continuing to swing in
the direction toward rendering all biotech /
pharmaceutical /chemical inventions obvi
ous. After sifting through a few recent
Board of Patent Appeals and Interferences
decisions (December 2007 through January
18, 2008 (274 decisions - not a huge
amount but enough to get a flavor of the
opinions)), it appears that there may be a

glimmer of hope - at least for now - that
._<\ the pendulum is slowing or has stopped. Or

maybe even reversing?
Following the U.S. Supreme Court's

decision in KSR, Examiners had more
arguments at their disposal :.,to ,use when
asserting an obviousness rejection against
a claimed invention.

While there is no doubt that obviousness
rejections continue to be frequently affirmed
by the Board, I was pleased to find that a
few Board decisions, some of which are dis
cussed below, have reversed the Examiners'
obviousness rejections and provided some
guidance and a dose _of optimism _to patent
practitioners and applicants.

For example,E=..E9rteWadaanrjJ1urphy,
BPAI Appeal No. 2007-3733 (January 14,
2658) provides a nice description of what
the Examiner is supposed to do when deter

mining obviousness:
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lnthe seven monthssince
KSR was decided,itsimpact
has -beenfeltecross rnenv
'i.,ndustriesr'with', sorne
industries facing tougher
challenges th~n others, As
the trend chart indicate"
post-KSRithere was a
decline -in .e petentees

U>JIlHeliti Mal"n1 lume '01 JU~ 'G7 Jlligusl '01 overall win rate in the
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Post-KSR Medical Industry Cases

Post-KSR Patentee Win Rates
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United States: At The Razor's Edge: Prosecuting And Defending Against Patent Infringement ~Iaims
Post·KSR I
22 January 2008 I
Article by leanne M. Gills !
KSR Overview t

f
Whilecommentators might disagree over the magnitude of change, there is Iittie disputethat the U.S. Supreme Courts KSR
Int1 Co. v. Teleflex, Inc; 127 S. Ct. 1727 (2007) (KSR) decision last year has impacted the manner in which plaintiffsand
defendants have approached patent infringementclaims. Foryears, practitioners largely relied on the case law drivenI
"teaching-suggestion-motivation" (TSM) test in determining whether it was obviousto put together known elements i9 the art
to meet the asserted claim.The Federal Circuit had likewise long-rejected any "obviousto try" standard. In KSR, the Supreme
Court held that because the Federal Circuit applied its own TSM test too rigidly, the claim "must be found obvious." T*e Court
further notedthat TSM is a "helpful insight," but "when a court transformsthe general principle into a rIgId rule that limits the
obviousness inquiry, as the Court of Appeals did here, it errs." I
This decision hasand will continue to impactthe ability to procure and defend patentson medical devices. The medic~.I deViCe} .J./
arena necessarily involves the useof common elements and components - such as needles, pumps, and valves. Thu~, KSR's ;1\_
directiveto exercise common sense and to afford the person of ordinary skill to art areas outside the medical field opens up I(
potential newobviousness challenges that may not have existed before. !

~
In particular, had the KSR court merely commented on the proper application of the TSM test, there may have been lIttle
fanfare. Instead, the Court expounded on several aspects of the obviousness inquiry: (I) Flexibility. The obviousness inquiry is
an "expansive and flexible approach"; (ii) Ordinary Creativity. "A person of ordinary skill is also a person of ordina1
creativity, not an automaton," who will not limit herselfto art with the same problem, nor can shebe confined to the problem
patentee wastrying to solve; (iii) Obvious to Try. "[T]hat a combination was obvious to try might showthat it was9bvious
under § 103"; (iv) Predictability. The patent must be morethan "the predictable useof prior art elements accordin§ to their
established functions"; and (v) Design Need/Market Pressure: Products driven by design needs or marketpressures-
when there are finite number of identified predictable solutions - are likely the result from ordinary skill, not innovatipn. In
applying KSR, subsequent courts havequoted thesetenets in their findings. !
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Nonetheless, recent cases in the medical technology and medical devices arena show promise for patentees. In BOsto~
ScientificCorp. v. Johnson & Johnson, No. 02-00790, 2007 WL 2408870 (N.D. cal. 8/21/07), In denying summary judgmentof
obviousness on patents directed to catheters, the Courtstressed the need to show that the prior art taught the c1aim~d
invention, and emphasized KSRsdirective to lookat the Graham v. John DeereCo. ofKansas City, 86 5.Ct. 684 (1966)
(Graham) for secondary considerations of non-obviousness. In BostonScientific, the first series of patents-at-issue w~re
directed to a biiayered cathetertube design for balloon angioplasty catheters. The biiayered tube was made by co-extrusion of
a nyion outer layerand a high-density polyethylene (HDPE) inner layer. Regarding these patents, the Courtheid that the
patentee raised a triable issue asto whether the prior art taught the useof co-extrusion to create a biiayered catheter
comprised of HDPE and nylon.Specifically, the patentee presented evidence that It was known that HDPE did not bOl\J.• well
with other materials, including nylon. Id. at *6. ••

~ The other patent-at-issue in BostonScientificwasdirected to methods of forming a fusion bond between a catheter ard a
balloon with a laser, where the catheter andthe balloon have high absorptivity. Id. Regarding this other patent, the Court
found there wasa triable issue whether catheter-balloon laser bonding wasobvious. Whiie the prior art disclosed a a(theter
made from bonding with PET balloons, the patentee proffered evidence that the priorart bonding was made using hot jaws
and solvents. The prior art's passing reference to laser bonding - as oneamong eight possible techniques for attachipg a
catheter bodyt~ a balloon - thus failed to disclose a reason to try laser bonding, nor did it necessariiy implythat las1r bonding
wasa viable solution. Further, the technological stateof laser bonding at the relevant time wasunclear. Otherprior alt
proffered by patentee indicated that oneskilled in the art would not have considered lasers as a viable method ofl
balloon-catheter bonding,and thus there was a triable issue of fact asto whether the relevant prior art taught away f[om the
use of laser bonding. Id. at *7-8. Finally, the Courtnoted that KS/?s affirmance of Graham "mandated exploration of secondary
considerations such as commercial success, long felt need but unresolved needs, and the faiiure of othersto achieve the
invention." Id. at *8. These secondary considerations also supported denial ofsummary judgment of obviousness. I

e
In another recentcase, NMTMedical, Inc. v. Cardia, Inc., No. 04-4200, 2007 WL3454403 (D. Minn. 11/8/07), the 0lurt
declined to accept defendant's supplemental expertreporton obviousness where the defendant argued that the KSRdecislon
came after its initial expert reports andsummary judgmentpapers were due. The Courtobserved that authorityhad~lreadY
existed (namely, DyStar Textllfarben GmBH & Co. DeutschlandKG v. CH. PatrickCo" 464 F.3d 1356(Fed. Cir. 2006) when
defendant submitted its summary judgmentpapers and thus it could have preserved its obviousness argument for appeal. Id.
at *2. Seealso CordisCorp. v. MedtronlcAve, Inc., No. 2006-1393 et el., 2008 WL60499 (Fed. Cir. 1/7/08) (declined newtrial
on obviousness based on pre-KSRjury instruction on application of T5M test that wasnot previously objected to). I

I
The Federal Circuitalso recently vacated a Board of Patent Appeals and Interferences (BPAI) obviousness decision in lIn re
Sullivan, 2007 U.S. App. LEXI5 20600 (Fed. Cir. 8/29/07). That case involved a patentrelating to antivenom composition used
to treat venomous bites from a rattlesnake. The BPAI hadaffirmedthe examiner's rejection of certain claims asObVigus over
two prior art references (that taught use of whole antibodies for useagainst rattlesnake venom and useof Fab fragrn,ents to
detectvenom of different snake). The Courtof Appeals, however reversed the BPAI,finding that the BPAI hadfaiied to give
weightto the rebuttal evidence of record. That rebuttal evidence included expertand inventor declarations on whyu$e of Fab
fragments as antivenoms wasexpected to faii and how prior art taught away: Seealso ExParteNoelle, 2008 WL55*3 (the
BPAI reversed the examiner's finding of obviousness on claims directed to a method for inducing antigen-specific T-c~1I

tolerance wherethere was no evidence why a person of ordinary skiil in the art would purify isolated CD4+ T-cells inlviewof
the exvivo example using bonemarrow in Noelle's disclosure). I

On the fiip side, there havebeen several recent BPAI decisions (across manytechnologies) that have found the alleg~d
inventions to be unpatentable as obvious, citing KSRfavorabiy. See, e.g., In re Transloglc Technology, Inc., 504 F.3q 1249, \
1.259 (Fed. Cir. 2007) (aff'd BPAI decision of obviousness on claims directed to multiplexer circuits noting that "obvious variants
of prior art references are themselves part of the public domain"); Ex ParteLewis, 2007 WL4591416 (BPAI 12/31/0~) (aff'd
examiner's obviousness rejection of certain claims involving wireless networks); ExParteLoda, 200B WL 55121 (BPA! 1/3/08)
(aff'd examiner's obviousness rejection of claims directed to monitoring a product and prOViding data to a user wher~ the
combination of references "would have resuited in a predictable solution that would have been within the technical grasp of
oneof ordinary skill in the art"); ExParteMlchaluk, 2008 WL 55122 (BPAI 1/3/08) (aff'd examiner's obviousness rej~ction of
claims directed to methodof supplying metal material from a supplier or agentto a sputtering target manufacturer W.here the
combined references fall "well within the boundaries of that which would have been within the grasp of oneof ordin~ry skill in
the art" given the "limited numberof ways" to achieve the claimed result); Ex Parte Yoaklm, 200B WL 55124 (BPAI lY.3/08)
(aff'd examiner's obviousness rejection of claims directed to a sealed beverage cartridge designed to beextracted under
~~. . I

Best Practices in View of J(!;R I
!

Upon consideration of the recent cases, the following are bestpractice litigation pointers for plaintiffsandderendants in
enforcing or defending patent infringement claims. ~
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• Place more reliance onand substantiate secondary I ,. Relyon experts to support theories! ! il
factors (e.g., commercial success, andso forth). '. Do not restrict the prior art search to references }
Important to establish a nexus between commercial I designed forsolving thesame problem asthepatent, I
success and claimed invention. II allegedly solves. I

• Use experts to raise issues of fact (e.g., reason to Ii • Find a strong design or market demand in place that:
combine, level of skill, and so forth) that require a jurv I provided a reason to combine elements.
to decide. Manycases post-KSR relied heavily on • Check if there was a known problemin the field for f

l
'

r . n. I which there was an obvious solution asencompassed ..
• Establish that a combination 0 re rences yields by the claims lookfor predictable results.

dictable r .. • See if the patent specification discloses a purpose that
• Establish t at the combination of prior art still does not Ii leads to a reason forthe combination. {

demonstrate all claim limitations. . 'Ii. Focus onestablishing a higher levelof ordinary skill ip
• Focus on establishing a lower levelof ordinaryskill in I the art, therebycreating a higher likelihood of a reasop

the art, thereby creating a lower likelihood of a reason I to combine elements'I'
ta combine elements. ii • Focus obviousness arguments inall three Graham .

• Find instances where prior art teaches away from I factors.
combining the elements. • Argue against presumption of patentability because 1

• Consider having the patent reexamined prior to patent prosecuted under rigid TSM test.
litigation. If successful, it will be harder to invalidate in • Determine whether a known and obvious technique j

I

:: · later litigation. was used to improve a device, resulting ina jf

predictable use. . 1

• Consider summary judgment motionsto decide II

L II obviousness issues. ..
Ii • Attack commercial success evidence. f
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The content ofthis article is Intendedto providea generalguide to the subjectmatter. Specialist advice shouldbe soughtabout
your specificclrcumstances.1
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KSR Overview I
I

While 'commentators might disagree over the magnitude of change, there is little
dispute thatthe u.s. Supreme Court's KSR Int'l Co.v. Teleflex, Inc., 127 S. C~ 1727
(2007) (KSR) decision last year has impacted the manner in which piaintiffs arjd
defendants have approached patent infringement claims. For years, practltloners
largely relied on the case law driven "teachtnq-suqqestlon-motlvatlon" (TSM) test in
determining whether it was obvious to put together known eiements in the artito
meet the asserted claim. The Federal Circuit had likewise iong-rejected any "09ViOUS

to try" standard. In KSR, the Supreme Court held that because the Federai Circuit appiied its own TSM test tod
rigidly, the claim "must be found obvious." The Court further noted that TSM is a "helpful insight," but "when a court
transforms the general principle into a rigid rule that limits the obviousness inquiry, as the Court of Appeals did
here, it errs." ' ~

t
This decision has and will continue to impact the ability to procure and defend patents on medical devices. Th~
medical device arena necessarily involves the use of common elements and components - such as needles, pumps,
and valves. Thus, KSR's directive to exercise common sense and to afford the person of ordinary skill to art arhas
outside the medical field opens up potential new obviousness challenges that may not have existed before. I
In particular, had the KSR court merely commented on the. proper application of the TSM test, there may hav~ been
IIttie fanfare. Instead, the Court expounded on several aspects ofthe obviousness inquiry: (i) Flexibility: The)
obviousness inquiry is an "expansive and flexible approach"; (ii) Ordinary Creativity: "A person of ordinary ~kill is
also a person of ordinary creativity, not an automaton," who will not limit herself to art with the same problem, nor
can she be confined to the probiem patentee was trying to solve; (iii) Obvious to Try: "[T]hat a combination lwas
obvious to try might show that it was obvious under § 103"; (iv) Predictability: The patent must be more th~n "the
predictable use of prior art elements according to their established functions"; and (v) Design Need/Marketl
Pressure: Products driven by design needs or market pressures- when there are finite number of identified!
predictabie solutions - are likely the result from ordinary skill, not innovation. In applying KSR, subsequent courts
have quoted these tenets in their findings. 1

!
Post-KSR Patentee Win Rates I
In the seven months since KSR was decided, its impact has been felt across many industries, with some industries
facing tougher challenges than others. As the trend chart indicates, post-KSR, there was a decline in a patent~e's
overall win rate In the subsequent months following KSR, despite a brief upward trend that first month. I

!
Post-KSR Medical Industry Cases I

I
Nonetheless, recent cases in the medicai technology and medical
devices arena show promise for patentees. In Boston scienqfic
Corp. v. Johnson & Johnson, No. 02-00790, 2007 WL2408~70
(N.D. Cal. 8/21/07), in denying summary judgment of obvlqusness
on patents directed to catheters, the Court stressed the nee~ to
show that the prior art taught the claimed invention, and i
emphasized KSR's directive to look at the Graham v. John cjeere
Co. of Kansas City, 86 S.Ct. 684 (1966) (Graham) for secondary
considerations of non-obviousness. In Boston Scientific, thelflrst

i;)I••.·~(~WI@l'llif.;T.?' :iil'd~~~~~il,;'nYt series of patents-at-issue were directed to a bilayered catheter
, tube design for balloon angiopiasty catheters. The bilayeredjtube

was made by co-extrusion of a nylon outer iayer and a !
high-density polyethylene (HOPE) inner layer. Regarding these
patents, the Court heid that the patentee raised a triabie tssue as

to whether the prior art taught the use of co-extrusion to create a bilayered catheter comprised of HOPE and ~yion.
Specifically, the patentee presented evidence that it was known that HOPE did not bond well with other materials,
including nylon. Id. at *6. !

1
. I

The other patent-at-issue in Boston Scientific was directed to methods of forming a fusion bond between a catheter
and a balloon with a laser, where the catheter and the balloon have high absorptivity. Id. Regarding this other
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I
patent, the Court foundthere was a triable issue whether catheter-balloon laser bonding was obvious. While th~ prior
art disclosed a catheter made from bonding with PET balloons, the patentee proffered evidence that the prior art
bonding was made using hot jaws and solvents. The prior art's passing reference to laser bonding - as one among
eight possible techniques for attaching a catheter body to a balloon - thus failed to disclose a reason to try ia~er
bonding, nor did it necessarily imply that laser bonding was a viabie solution. Further, the technological state <it laser
bonding at the reievant time was unclear. other prior art proffered by patentee indicated that one skilled in thE\ art
would not have considered lasers as a viabie method of balloon-catheter bonding, and thus there was a trtableIssue
of fact as to whether the relevant prior art taught away from the use of iaser bonding. Id. at *7-8. Finally, the Court
noted that KSR's affirmance of Graham "mandated exploration of secondary considerations such as commercle]
success, long feit need but unresolved needs, and the failure of others to achieve the invention." Id. at *8. Theise
secondary considerations also supported denial of summary judgment of obviousness. I

. . I
In another recent case, NMT Medicai, Inc. v. Cardia, Inc., No. 04-4200,2007 WL 3454403 (D. Minn. 11/8/07),lthe
Court declined to accept defendant's supplemental expert report on obviousness where the defendant argued trat
the KSR decision came after its initial expert reports and summary judgment papers were due. The Court obsejved
that authority had already exlsted (namely, DyStar Textilfarben GmBH & Co. Deutschland KG v. C.H. Patrick Cb., 464
F.3d 1356 (Fed. Cir. 2006» when defendant submitted its summary judgment papers and thus it could have I
preserved its obviousness argument for appeal. rd. at *2. See also Cordis Corp. v. Medtronic Ave, Inc., No. ~

2006-1393 et al., 2008 WL 60499 (Fed. Cir. 1/7/08) (declined new trial on obviousness based on pre-KSR jurI!
instruction on application of TSM test that was not previously objected to). I

The Federal Circuit also recently vacated a Board of Patent Appeals and Interferences (BPAI) obviousness decilion in
In re SUllivan, 2007 U.S. App. LEXIS 20600 (Fed. Cir. 8/29/07). That case involved a patent relating to antiveTom
composition used to treat venomous bites from a rattlesnake. The BPAI had-affirmed the examiner's rejection pf
certain claims as obvious over two prior art references (that taught use of whole antibodies for use against f
rattlesnake venom and use of Fab fragments to detect venom of different snake). The Court of Appeals, howe~er

reversed the BPAI, finding that the BPAI had failed to give weight to the rebuttal evidence of record. That rebuttal
evidence included expert and inventor declarations on why use of Fab fragments as antivenoms was expected ~o fail
and how prior art taught away. See also Ex Parte Noelle, 2008 WL 55123 (the BPAI reversed the examiner's fi~ding

of obviousness on claims directed to a method for inducing antigen-specific 'r-eel! tolerance where there was no '-....
evidence why a person of ordinary skill in the art would purify isolated CD4+ T-cells in vie of the ex vivo example ..........
using bone marrow in Noelle's disclosure). ~

On the flip side, there have been several recent BPAI decisions (across many technologies) at have 'found th~
alleged inventions to be unpatentable as obvious, citing KSR favorably. See, e.g., In re Trans tc TechnoJogy,1Inc.,
504 F.3d 1249, 1259 (Fed. Cir. 2007) (affd BPAI decision of obviousness on claims directed to ultlplexer cirJuits
noting that "obvious variants of prior art references are themselves part of the public domain"); Parte Lewit 2007
WL 4591416 (BPAI 12/31/07) (aff'd examiner's obviousness rejection of certain claims involving Wireless netwl'orkS);
Ex Parte Loda, 2008 WL 55121 (BPAI 1/3/08) (aff'd examiner's obviousness rejection of claims directed to !
monitoring a product and providing data to -a user where the combination of references "would have resulted ip a
predictable solution that would have been within the technical grasp of one of ordinary skill in the art"); Ex pafte
Michaluk, 2008 WL 55122 (BPAI 1/3/08) (aff'd examiner's obviousness rejection of claims directed to method ff
supplying metal material froma supplier or agent to a sputtering target manufacturer where the combined !

references fall "well within the boundaries of that which would have been within the grasp of one of ordinary S~ili in
the art" given the "limited number of ways" to achieve the claimed result); Ex Parte Yoakim, 2008 WL 55124 ~BPAI

1/3/08) (aff'd examiner's obviousness rejection of claims directed to a sealed beverage cartridge designed to be
extracted under pressure). I
Best Practices in View of IC5R !

f
Upon consideration of the recent cases, the following are best practice litigation pointers for plaintiffs and defendants
in enforclnq or defending patent infringement claims. j
For Plaintiff/Patentee: . I
_ Place more reliance on and substantiatesecondary factors (e.g., commercial success, and so forth). Important to est~bljsh a
nexus between commercial success and claimedinvention.,

_ Use experts to raise issues of fact (e.g., reason to combine, level of skill, and so forth) that require a jury to decide. ~any
cases post-KSR relied heavily on expert reports and testimony. !
-rEStablishttia,t~mbimition ofrefere'ncesYlel8s unpredictaJ:mr'r~ [
~_ - ~ I

-\ Establish that the comblnabon CSt pnor afES'tnl does~onstrate all claim limitations, I"

, _ Focus on establishing a lower level of ordinary skill in the art, thereby creating a lower likelihood of a reason to combtne
elements. i

I
_ Find instances where prior art teachesaway from combining the elements. I. I
_ Consider having the patent reexamined prior to litigation. If successful, it will be harder to invalidate in later litigation.

f
I
I
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For Defendant!Alleged Inf,"inger:

• Rely on experts to support theories!

• Do not restrict the prior art search to references designed for solving the same problem as the patent allegedly

• Find a strong design or market demand in place that provided a reason to combine elements.

• Check if there was a known problem in the field for which there was an obvious solution as encompassed by the claimJ look
for predictable results.

• See if the patent specification discloses a purpose that leads to a reason for the combination.

• Focus on establishing a higher level of ordinary skill in the art, thereby creatlnq a higher likelihood of a reason to mmJinf"
elements.

• Focus obviousness arguments in all three Graham factors.

• Argue against presumption of patentability because patent prosecuted under rigid TSM test.

• Determine whether a known and obvious technique was used to improve a device, resulting in a predictable Lise.

• Consider summary judgment motions to decide obviousness issues, Attack commercial success evidence.

ipFrontline, IP200 and PatentCafe are trademarksor registeredtrademarkof PatentCafe.com, Inc.
© Copyright 1996-2005PatentCafe.com, Inc. All Rights Reserved
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i
In re Lew "New Matter"and "Possession" Requirements t
Haroldwegner!
date: Friday, November 30,2007 I
Today in In re Lew, _ Fed Appx. _ (Fed. Cir. 2007)(Gajarsa, J.), the court I
continued the misunderstanding of 35 USC § 132 "new matter" and its relati01ship to
the 35 USC §112, ~ 1, "written description" requirement. "

. I
f

The 1952 Patent Act as drafted - and today under 35 USC § 112, ~ 1 - contains no
"written description" requirement/ per se. Rather, the "written description" lanquaqe
of the statute refers to the provision of an enabling disciosure - the sole objective
disciosure requirement under that paragraph of the patent law. ~

Years after enactment in the 1960's/ the "new matter" proscription of 35 USC § 132 was transformed into WhJt was
the "new matter" equivalent of 35 USC § 112, ~ 1; eventually, with 35 USC § 132 being redundant, the predecessor
court in 1981 in Rasmussen [cited in Lew as "1976"] threw out 35 USC § 132 as a basis for rejecnonr.sxerrnners
henceforth should reiy upon 35 USC § 112, ~ 1. The new matter proscription related only to new claim language as 
obviously - an original claim is part of the application as filed and never could be subject to a new matter question.

i
In the 1990's, panels of the court judicially created a "possession" requirement even against original claims, as
manifested in the cited Noelle case. !

!
The Lew case is from one of the most experienced panels of the court involving three patent attorneys who hare
coliectively been registered as patent attorneys and then served on the Federal Circuit for more than 100 yearr' all
havlnq been registered before the 1960's first modification of the practice. Yet, Noelle and the "possession" Iin,e of
case law is blended together with a discussion of "new matter". I

!
I

I
}

I
I
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I
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Lawrence B:-Ebert
date: Monday, February 12, 2007

Is the Jaffe/Lerner Analysis of Patent LC!w Correct?

I have commented on the Dreyfuss review elsewhere "Rochelle Dreyfuss on Jaffe/Lerner Innovation and its
DiscontentsH In the followlnq, I will include some issues not raised by Professor Dreyfuss.

Printed: 3/~4/2008

I
I
I

In response to my article concerning the book "Innovation and Its Dlscontentsi, one
reader noted that I had not discussed the lengthy review of the Jaffe/Lerner book
given by Professor Rochelle Dreyfuss in 104 Michigan Law Review 1559, whichl
review comprised 20 pages and 92 footnotes. I
In the context of my article, I was illustrating favorable reviews of the Jaffe/Letner
book which had appeared in the intellectuai property literature. The Dreyfuss review
is not wholly a favorable review. On the one hand, the Dreyfuss review states that
"Adam Jaffe and Josh Lerner have given us a wonderfuliy timely book -- and also one

that is beautifully executed," perhaps not the sort of thing Professor Fieid had In mind when he wrote in IPFrontiine.
The Dreyfuss review has some interesting lines (e.g., [The Jaffe/Lerner book] "uses as examples patents on I
inventions that are accessible to even thecongenitally innumerate--the ubiquitous peanut butter and jelly I

sandwich ... " On the other hand, the Dreyfuss review suggests that Jaffe/Lerner may have misunderstood the source
of the problems, and Dreyfuss states there might be an Institutional failure to keep patent law and poiicy abreast
with developments at the technological frontier. I

I
f

I. Why do we have a patent system? I
If one can't agree on fundamental premises, later discussion about issues is difficult. Jaffe and Lerner lost me at
"hello" when they stated: But at Its heart, the patent system is about three things. It is about technology. It is about
people. It is about how the rules and procedures established by Congress and the courts affect how the people
interact with the underlying process of technological progress. [page 23] The patent system may involve techfuology,
people, and laws and regulations, but the patent system is about DISCLOSURE OF INFORMATION. In return fdr
disclosing information which meets the requirements of patent law, information disclosers (patentees) obtain certain
rights. One notes that there has never been a requirement in patent law that a disclosure be of an invention that is
commercially successful or changes the way we live (i.e., be an innovation). Scientific progress can be promoted by
the disclosure of useful, novel, and nonobvious things which are not of commercial value. However, merely bdcause
an invention is not commercially successful does not mean one should build a repository of information of thi~gs
which are not useful or not novel or are obvious. ThUS, even when Jaffe and Lerner reject the "rational ignOra~.ce"
approach of Lemley at pages 174-175, they do not place any value on havlnq an accurate repository of Infer atlon
["We agree with Lemley that it would be inefficient to provide thorough examination for all applications at thecurrent,
rate of patent application. We disagree, however, that the current situation is acceptably efflclent."] Jaffe and Lerner
are more concerned with the economic disadvantage of bad patents then of the economic advantage of good batents.
["The intangibie cost of a system with pervasive low-quality patents is much higher than just the cost of paYi1'g
lawyers to file and defend patent cases."]

It is difflcuit to analyze the validity of a book which does not acknowledge the fundamental purpose of the patent
system. I
II. Did Jaffe and Lerner make their case about recent problems? !
The thesis of Jaffe and Lerner is that two recent changes in the patent system have created current problemsj At
page 2, since 1982, the u.s. Congress made two adjustments in the way the patent system operates: creating the
Court of Appeals for the Federal Circuit AND changing the financing of the PTO so that costs of operation are covered
by fees paid by clients. Seemingly mundane procedural changes have produced the most profound changes ill patent
policy since 1836. ••

t
In a book trying to argue that two recent changes have created new problems, it is interesting to note the scarcity of
information on "the way things used to be." One notes that Phyllis Shafiy is mentioned 4 times (on pages 21,\158,
159, 162) as is G. Gordon Liddy (on pages 21, 151, 158, 159). The invention of the transistor (and the inventors
Shockiey, Bardeen, Brattain) and the invention of the integrated circuit (and the inventors Noyce and Kilby) ~re
never mentioned. Charles Dickens and Robert Frost are mentioned, but Hugo Black, who might be deemed a!
philosophic godfather of the book, is never mentioned. Patenttrolls are treated as a new development [A second
worrisome development has been the emergence of individual inventors who seek to hold up established firmS in
their industries. In many cases, these individuais have received a patent of dubious validity, often with overli broad

I 3/14/20089:03 AM
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I
claims. p. 15], but there is no mention of the Selden patent or the Ford litigation. Jl
Even whensome history is presented, the discussion is flawed. Jaffe and Lerner refer to Edison and the light bib in
the following way: Edison was granted the basic patent on incandescent lighting in 1880. Now, surely Edison's I'
invention was about as novel as they get. [po 49] The actual story of Edison and the light bulb shows that the
invention was NOT as novel as they get, with an interference lost by Edison, deliberation at the Supreme Courtl
(unmentioned by Jaffe and Lerner) and rights to earlier patents on light bulbs later bought by Edison. LOOK HERE for

. Edison as a Patent Troll, or Where is California Going In Stem Cell Research? Jaffe and Lerner get the story of the
Wright Brothers wrong. They state: "After the Wright brothers patented their basic design (p, 50) for an aircraft
stabilization and steering system, there were many others who wanted to work on a wide variety of different idkas
for aircraft, But the Wright brothers refused to license anyone, and engaged in protracted litigation with a number of
designers.". Ii
First, one notes that the Wrights did NOT refuse to license; they sought a royalty which many deemed too muqh,
Second, at ail times, the Wrights did NOT litigate against people who experimented with designs that might Infhnge
their patent claims, They oniy went after people who sought to make money by infringing their patent claims. Jaffe
and Lerner enter the land of make believe when discussing the later patent pool: "The rapid development of I
numerous different aircraft concepts in the years after the establishment of this 'patent pool' suggests that the!
unwllllnqness or Inability of the Inventors to cooperate with their technological foilowers temporarily retarded tre
development of technology." Because this fanciful view of history later Infected inteilectual property discussions on
stem ceils at CIRM, one should note a more accurate history. LOOK HERE for Patent thickets and the Wright Brlothers

The "rapid development of aircraft concepts" in this time period happened in Europe because of World War I. B\
then, Wilbur Wright was dead and Orville Wright had sold his interests, so the "Inventors" were out of the plctJre and
disgusted with the patent system. . I
By ignoring and/or inaccurately depicting the past, Jaffe and Lerner did not make their case about present pro~lems
being of recent origin, I

I
III. Bad patents i

The theme of "bad patents" appears frequently In Innovation and Its Discontents. I
For example, at page 20, The patent office has therefore found it difficult to attract and keep highly skilled i
individuals to do their important work. The result has been a torrent of poorly reviewed patents, pouring out onto a
legal landscape in which even trivial patents can be wielded as potent litigation threats. i
at page 22, The patent office has been granting patents on old ideas because it has inadequate examination t

resources and also because it is not very good at finding information about the relevant existing technoloqles.]
particuiarly in new, fast-moving technological fields, I
Apart from anecdotal sound bytes, Jaffe and Lerner rely on some studies to support the idea of bad patents. !
Beginning at page 142, Jaffe and Lerner write: I
Cecil Quillen and his associates find evidence in support of this characterization of the situation in two recent studies.
They point out that while the rejection rates for US patents appear impressive at first glance, these numbers are
illusive. The false impression arises from the fact that when patent applications [sic] refile their proposals In r~sponse
to an initial rejection by the PTO, in many cases this is counted as a fresh application, Fully one-quarter of the!
seemingly new applications are actualiy refilled rejected filings (more technicaliy known as continuations), wh(ch
means that the success rate is considerably higher. Because of arnblqultles about the exact circumstances I.
surrounding these additional filings, it is difficult to sort out exactly what is going on. (163). But putting aside\the
details behind the precise calculations, it seems clear that avery large fraction of applications are ultimately i~suing.

Besides grant rates, there is another form of evidence for declining US patent quality that can be derived fro~
international comparisons. Dominique Guellec and his colleagues at the Organisation for Economic Cooperatiop and
Development (OECD) In Paris have been integrating data on patents granted by the u.s. PTO, the European P'atent
Office and the Japanese Patent Office, I
And at page 143: I

t
The OECD calculations indicate that the number of important inventions originating in the United States increased by
51% between 1987 and .1998, By comparison, the number of successful applications to the USPTO by US inventors
increased 105% over the same period. If the examination standards in the United States were not changing, ~e
might expect successful applications in the United States by US inventors to grow at about the same rate as qur
measure of internationally important inventions originating in the United States. The fact that the growth in I
successful PTO applications was, instead, twice as large as the growth of international families Is hard to explain In
any manner other than declining standards in the US PTO, producing an ever-grOWing proportion of US patents the
patent holders themselves did not think merited patenting elsewhere. !
Of the work by Quillen and Webster, there have been chalienges to the methodology which produces grant rates in
excess of 100%, first by Robert Clarke (not "George" Clarke as referenced by Jaffe and Lerner), and later by rs
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IV. Bad proofing

One wonders how carefully the book was proofed. For example:

r--_ n

I
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t
f

author, at 86 JPTOS 568, 88 JPTOS 239, and 88 JPTOS 726. Although Jaffe and Lerner were a bit vague about/grant
rate numbers in Innovation and Its Discontents, one notes a March ~006 editorial in the Wall Street Journal W~ich
was more specific: The editorial "Patently Absurd". (AI4, March 1, 2006) depicts an out-of-control Patent Offic,\
approving almost 90% ofsubmitted applications and a powerless court system constrained by a "clearand .J
convincing evidence" standard. Of the GEeD work, one notes that there can be many reasons, other than declining
standards, to account for a change in a rate ofgrowth. f

I
I

The CAFC has interpreted patent law to make It easer [sic: easier] to get patents, easier to enforce patents aqalnst
others, easier to get large financial awards from such enforcement, and harder for those accused of infringing f
patents to challenge the patents' validity. The new orientation of the patent office has combined with the court's legal
interpretations to make It easier to get patents. [po 2] I
The false impression arises from the fact that when patent applications [sic] refile their proposals in response to an
initial rejection by the PTO, in many cases this is counted as a fresh application. [po 142]

In the end, the evidence for bad patents put forth by Jaffe and Lerner is less than convincing.

,./
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true opportunity to prove invalidity before open-mined [sic] re-examiner. [po 206]
f

In addition to citing to "George" Clarke, Jaffe and Lerner repeatediy misspelied the name of (later reviewer) Rochelle
Dreyfuss. (for exampie, notes 33 and 67 refer to "Dreyfus".) I
V. Good guys and bad guys I
The intellectual property world of Jaffe and Lerner is populated by good guys and bad guys. At pages 35-37, JLffe
and Lerner identify both Qualcomm and Biogen as companies that use patents in appropriate manners. HoweJ.er, one
notes that Qualcomm suffered a reverse in January 2007 in its attempt to use patents to control the H.264 standard.

Of Biogen, Jaffe and Lerner neglected to mention the case of NOELLE v. LEDERMAN, 355 F.3d 1343,69 u.S.P.b.2D
1508 (CAFC 2004), wherein Biogen and Idec were fighting over discoveries made with federal funding. SEE HERE
and HERE " I
Rambus is targeted by Jaffe and Lerner as a company that engaged in an extended campaign to abuse the pa~ent
system, in large part because of its attempts to patent industry standards. [po 69] Of Rambus v. Infineon, [
TechLawJournal gives a more accurate discussion of the Federal Circuit's decision than is found in Innovation and Its
Discontents. t
Rambus had sued Infineon asserting infringement claims of four of its patents, U.S. Patent Nos. !

I
5,954,804 (based on a divisional of application Ser. No. 08(710,574, filed Sep. 19, 1996, now abandoned, which is a
continuation of application Ser. No. 08(469,490 filed Jun. 6, 1995, now abandoned, which is a continuation off
application Ser. No. 07(847,961 filed Mar. 5, 1992, now abandoned, which is a divisional of application Ser. Nb.
07(510,898 filed Apr. 18, 1990 now abandoned), . I

,- I

5,953,263 (based on a continuation of Ser. No. 08(798,520 filed Feb. 10, 1997, now U.S. Pat. No. 5,841,580,[fWhiCh
is a division of application Ser. No. 08(448,657, filed May 24, 1995 (now U.S. Pat. No. 5,638,:)34); which is a
division of application Ser. No. 08(222,646, filed on Mar. 31, 1994 (now U.S. Pat. No. 5,513,327); which is a I
continuation of application Ser. No. 07(954,945, filed on Sep. 30, 1992 (now U.S. Pat. No. 5,319,755); whichps a
continuation of application Ser. No. 07(510,898, filed on Apr. 18, 1990 now abandoned)), !
6,034,918 (based on a continuation of application Ser. No. 09(196,199, filed on Nov. 20, 1998 (stili pending)) which
is a continuation of application Ser. No. 08(798,520, filed on Feb. 10, 1997 (now U.S. Pat. No. 5,841,580); W~ich is
a division of application Ser. No. 08(448,657, filed May 24, 1995 (now U.S. Pat. No. 5,638,334); which is a dlrision
of application Ser. No. 08(222,646, filed on Mar. 31, 1994 (now U.S. Pat. No. 5,513,327); which is a continuation of
application Ser. No. 07(954,945, filed on Sep. 30, 1992 (now U.S. Pat. No. 5,319,755); which is a contlnuatlon of
application Ser. No. 07(510,898, filed on Apr. 18, 1990 now abandoned), and I
6,032,214 (based on a continuation of application Ser. No. 08(979,127, filed Nov. 26, 1997, now u.s. Pat. Nd.
5,915,105, which is a continuation of application Ser. No. 08(762,139, filed Dec. 9, 1996, now U.S. Pat. No. I
5,809,263, which is a continuation of application Ser. No. 08(607,780, filed Feb. 27, 1996, now abandoned, "{hich Is
a continuat.ion of application Ser. No. 08(222,646, filed Mar. 31, 1994, now U.S. Pat. No. 5,513,327, which iSil.,.a
continuation of application Ser. No. 07(954,945, filed Sep. 30, 1992, now u.s. Pat. No. 5,319,755, which Is a,
continuation of application ser, No. 07(510,898 filed Apr. 18, 1990, now abandoned.).

I

In turn Infineon counterclaimed for fraud under Virginia state iaw, based upon Rambus's non-disclosure to th$ JEDEC
of its patents and patent applications related to the SDRAM and DDR-SDRAM standards. The reversal by the qAFC on
the state law fraud claim, of great concern to Jaffe and Lerner, hinged on a finding: A party's silence or withholding
of information does not constitute fraud in the absence of a duty to disclose that information. Although Jaffe ind

. I
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. I

Lerner wrote that the ruling on the fraud claim indicated that the judicial deck is stacked in favor of patentees CPo
74), it's difficuit to see how interpretation Of state law has anything to do with pro- or anti-patentee behavior by the
CAFC. I
To seek "anti-patentee" behavior by the CAFC, one need look no further than pre-Supreme Court decisions in tbe
Festo saga, but, in this, one notes that assigning simplistic global labeis based on particular cases can be tricky!.
Separately, the dissent in the CAFC was by Judge Sharon Prost, not Judge Payne, as incorrectly stated by Jaffeland
Lerner on page 73. I
A settlement between Rambus and Infineon was announced in March 2005. I

I
At-page 69 of Innovation and Its Discontents, in the context of a discussion of the Rarnbus case, Jaffe and Lemler
presented a somewhat misieading discussion of divisional applications. The authors suggest that the filing of I
divisional applications allows the applicant to shape its patents according to evolving circumstances. In reality, I
diVisional applications arise as a result of restriction requirements, issued by the Patent Office, forcing the appl\Cant
to break-up the initial claim set into separate claim sets, presented in different applications. Divisional applicatipns
can be fiied only in response to an action by the Patent Office, so that they do not represent a strategic plan by the
applicant to shape claims of patents in response to evolvlnq circumstances. [See aiso 4 CHI.-KENT J. INTELL. RROP.
108 and 88 JPTOS 743.] !

!
ipFrontline, IP200 and PatentCafe are trademarks or registered trademark of PatentCafe.com, Inc.
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1. "There is no evidence or suggestion in __ of such a configuration" Ex Parte Katoh et aI,
Appeal 20071460, Decided May 29, 2007

The Board seems to be using KSR citations in its reversals primarily to emphasize thenecessity
for an examiner to first make a pro er rima facie case of obviousness before re'ecting a claim.
75% of the reversals were based on either failure of the prior art to disclose an element 0 a claim or
failure of the examiner to articulate an ade uate rationale for combinIng the prior art to dltalli i~
claimed invention. ~ome representative language use y

Fortunately, the recent decisions of the BPAI provide useful guidance on how effectively argue for
the non-obviousness of a given invention in light of KSR. The decisions are available at
www.uspto.govjgojdcom/bpai. They can also be text searched through Google using the search
string "site:www.uspto.govjgo/dcomjbpai" plus a key word or phrase, such as "common sense".
With about 150 decisions per month being handed down by the BPAI directly related obviousness
rejections, and with about 60% of these decisions citing KSR, there is ample material to see what
sort of arguments are persuasive and what ones are not.

The Board has largely maintained its historical rate of reversals on obviousness rejections despite
KSR. In the two months (March, April 07) immediately prior to KSR, for example, the Board found in
favor of at least one claim of the applicant (t.e. examiner "reversed" or "affirmed in part") 34% of
the time. In the two months (May, June 07) immediately after KSR, that number dropped somewhat
to 28% of the time. The sky may have dropped down a notch or two, but it certainly hasn't fallen.
Remember also, these post KSR decisions are being made on pre KSR arguments. There is about a
one year backlog at the Board. These statistics could change, therefore, as both practitioners and
examiners adapt their arguments to KSR requirements.

ways,

KSR vs Teleflex is turning out to be a surprisingly powerful tool for helping patent practitioners
persuasively argue that their clients' inventions are not obvious. Recent decisions by the USPTO's
Board of Patent Appeals and Interferences (BPAI or Board) can be used as templates for constructing
these arguments. It turns out that the Board is citing KSRjust as often when it reverses an
examiner as when it affirms an examiner. Apparently, the more flexible approach of KSR cuts both

There has been a tremendous concern among many in the patent bar over the implications of the
recent US Supreme Court decision, KSR Int'l v. Teleflex Inc. With the Court using language like
"expansive and flexible approach to the obviousness question", "Rigid preventative rules that deny
recourse to common sense are neither necessary under, nor consistent with, this Court's case law",
and "the results of ordinary innovation are not the subject of exclusive rights under the patent
laws.", KSR Int'l v. Teleflex Inc., 127 S. Ct. 1727, 1740-41, 82 USPQ2d 1385,1396 (2007) it
seemed to many that the future of patents looked grim. These misgivings were only amplified when
shortly after KSR, the CAFerendered its Leapfrog decislon stating, "Indeed, the common sense of
those skilled in the art demonstrates why some combinations would have been obvious where others
would not." Leapfrog Enterprises, Inc. v. Fisher-Price, Inc., 06-1402 (Fed. Cir.2007)

Mark Nowotarski is the President of Markets, Patents & Affiances L.L.e., and intellectual property
consulting firm, and is a registered U.S. patent agent specializing in business method patents. He
currently serves clients in the insurance, banking, medical devices, chemica/sand manufacturing
industries. Mr. Nowotarski can reached at 203 975 7678, by email at
mnowotarski@marketsandpatents.com, or by visiting his website at www.marketsandpatents.com.

By Mark Nowotarski of Markets, Patents & Alliances LLC
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I
2. "Further, the Examiner has not provided any evidence that it was conventional in the art to__" Ex Parte Ow(ett,

Appeal 20070644, Decided June 20,2007!

3. '·We determine that the Examiner has not provided a sufficient reason or explicit analysis of why the disclosure~ of the~
references should be combined." Ex Parte Erkey et et, Appeal 20071375, Decided May 11, 2007 I ~a\..
"We find no suggestion to combine the teachings and suggestions of,_ and _, as advanced by the Examiner,
except from using Appellants' invention asa template through a hindsight reconstruction of Appellants' claims."IEx
Parte Crawford et aI, Appeal 20062429, Decided May 30, 2007 f

I
~~ "[R]ejections on obviousness grounds cannot besustalned by mere conclusory statements; instead, there musf

~
• c,be some articulated reasoning with some rational underpinning to support the legal conclusion of Obviousness."1
, (In re Kahn, 441 F. 3d 977, 988 (CA Fed. 2006) cited with approval in KSR) I

.~ ,
This citation should be a powerful tool for practitioners and valuable guidance for examiners; ~

Effectively rebutting a prima facie case of obviousness, however, is still hard. The Board has used KSR in a few cases to
point out that the common sense of one of ordinary skill in the art can be used to make an effective rebuttal. Two cases that
have used KSR in this manner are Ex Parte Rinkevich et al. and Ex Parte Green. The representative language from thbse
cases includes: ~

!
"In the instant case, we conclude that a person of ordinary skill in the art having common sense at the time of jhe
invention would not have reasonably looked to __. to solve a problem already solved by __ ." Ex Parte Ripkevich

etal, Appeal 20071317, decided May 29, 2007. . i
"Therefore, we conclude that an artisan having common sense at the time of the invention would not have reaSOnably.~
considered embedding a within an existing in the manner suggested by the Examinel." Ex

- I
Parte Green, Appeal 20071271, decided June 12, 2007 ;

~
The Board cites KSR in these decisions-as follows: t

"[a] factfinder should be aware, of course, of the distortion caused by hindsight bias and must be cautious of Ij
argument reliant upon ex post reasoning." IY"" .

[
and ~

"[r]igid preventative rules that deny factfinders recourse to common sense, however, are neither necessary I
under our case law nor consistent with it." KSR innCo. v. Teleflex tnc.; 127 S. Ct. 1727, 82 USPQ2d at 1397. f

Despite these decisions, however, it still remains to be seen whether or not arguments related to the common sense of a
person of ordinary skill in the art will become important tools for overcoming prima facie cases of obviousness. I

The KSR versus Teleflex decision has been a wakeup call to many patent practitioners. The USPTO's Board of Patent
s is citing KSR in close to60% of its obvious

dropped only a little. The Board is citing KSR in its reversals to em ize that a ·proper_case for prima facie obvious~ess
mu e motivations to combine that are articu ated reasoning with some ra lona underpinning". Unsupported t
aS~jQQ5 are pot a equate. The Board is a so Citing KSR to re pnma facie cases of obviousness where "common sense"
di 7es"'that the claimed invention was not obvious. This is a new consideration that both examiners and practtttcners will

I
have to incorporate into their practices. I

I
I
~

I
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Sheridan Neimark
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1. Ex parte Teng, 2007 WL 1378835 (BPAI May 10, 2007) (No. 2007-0954, Tech. ctr, 2100)
2. Ex parte Askeland, 2007 WL 1418543 (BPAI May 14, 2007) (No. 2007-0960, Tech. Gtr. 2800)
3. Ex parte Jha, 2007 WL 1433429 (BPAI May 15, 2007) (No. 2007-0708, Tech. Gtr. 2100)
4. Ex parte Toyoyama, 2007 WL 1433430 (BPAI May 15, 2007) (No. 2007-0803, Tech. Gtr. 2800)
5. Ex parte LeRose, 2007 WL 1433432 (BPAI May 15, 2007) (No. 2007-1289, Tech. Ctr. 2100)
6. Ex parte Almog, 2007 WL 1451798 (BPAI May 15, 2007) (No. 2006-2968, Tech. en. 1700)
7. Ex parte Valiulis, 2007 WL 1451799 (BPAI May 16, 2007) (No. 2006-3003, Tech. Gtr. 3600)
8. Ex parte Amigh, 2007 WL 1451803 (BPAI May 16, 2007) (No. 2007-0485, Tech. Gtr. 1700)
9. Ex parte Mihalos, 2007 WL 1451806 (BPAI May 16, 2007) (No. 2007-1390, Tech. Gtr. 1700)10. Ex parte Cohen, 2007 WL 1460347 (BPAI May 17,2007) (No. 2006.2886, Tech. Gtr. 2800)

11. Ex parte Inala, 2007 WL 1460346 (BPAI May 17, 2007) (No. 2007-0221, Tech.Gtr. 2100)
12. Ex parte Elman, 2007 WL 1460351 (BPAI May 18, 2007) (No. 2007-1204, Tech. Ctr, 3700)
13. Ex parte Roseth, 2007 wL 1460343 (BPAI May 18, 2007) (No. 2006-3311, Tech. Gtr. 3700)
14. Ex parte Cheung, 2007 WL 1460349 (BPAI May 18, 2007) (No. 2007-0717, Tech. Gtr. 2100)

i~: ~~ ~:~: ~~~g~~~i~~ ~~~~~;~~¢~~;XI ~~~~~~kb~~)~~~7-~ggi~0~~~\~~h1 'b~rO)1700) I17. Ex parte Zimmerman, 2007 WL 1494282 (BPAI May 22, 2007) (No. 2007-1308, Tech. Gtr. 3600) I
18. Ex parte Lacasse, 2007 WL 1522947 (BPAI May 22, 2007) (No. 2006-2816, Tech. GIr. 1700) ,I
19. Ex parte Atwood Mobile Prods., 2007 WL 1511938 (BPAI May 23,2007) (No. 2007-0128, Reexamination

No. 90/006, Pat. No. 5,573,648, Tech. Gtr.1700)i
20. Ex parte Garelll, 2007 WL 1511955 (BPAI May 23, 2007) (No. 2007-1922, Tech. Gtr. 1700) I
21. Ex parte Paulus, 2007 WL 1511948 (BPAI May 23, 2007) (No. 2007-1104, Tech. Gtr. 2800) I
22. Ex parte Higashi, 2007 WL 1511945 (BPAI May 23,2007) (No. 2007-1004, Tech. Gtr. 1700) I
23. Ex parte Van Den Bergh, 2007 WL 1511943 (BPAI May 23, 2007) (No. 2007-0835, Tech. Gtr. 2800)
24. Ex parte Lee, 2007 WL 1511941 (BPAI May 23,2007) (No. 2007-0642, Tech. Ctr. 2600) I
25. Ex parte Goto, 2007 WL 1522956 (BPAI May 24,2007) (No. 2007-0693, Tech. Gtr. 1700) I
26. Ex parte Plsarsky, 2007 WL 1522961 (BPAI May 24,2007) (No. 2007-2005, Tech. Gtr. 3700) I
27. Ex parte Capoccia, 2007 WL 1522959 (BPAI May 24,2007) (No. 2007-1365, Reexam!nation No.,gOi006,

Pat. No. 6,289,548, Tech. Gtr. 1700) I
28. Ex parte Brookshire, 2007 WL 1537599 (BPAI May 25, 2007) (No. 2006-2311, Tech. Gtr. 3600)
29. Ex parte Rafal, 2007 WL 1537602 (BPAI May 25, 2007) (No. 2006-3144, Tech. Gtr. 2100)
30. Ex parte Clark, 2007 WL 1537609 (BPAI May 25, 2007) (No. 2007-0561, Tech. Gtr. 2800)
31. Ex parte Swanson, 2007 WL 1537613 (BPAI May 25, 2007) (No. 2007-1765, Tech. Gtr. 1700)
32. Ex parte Hubacek, 2007 WL 1537606 (BPAI May 25,2007) (No. 2007-0127, Tech. Gtr. 1700)

3/14/2008

9 Appeals Reversed

I
~
!

Monday, June 04, 2007 I
. ,

KSR and the SPAI: Analysis of Appeals for May, 2007 I
I

Over at the .Fireof Genius blog, Joe Miller has been tabulaUng post-KSR decisions from the GAFG, the district
courts and the BPAI (link) . Now that we have passed the one-month anniversary of KSR, how have Appellants
fared at the USPTO? I
Not so hot. For the month of May, Examiners have enjoyed a 64% affirmance rate on obviousness rejectIons.

t

The following list was made after reviewing 45 reported cases from the BPAI through May 29, 2007: I
:1

32 Appealsaffirmed:1

I

I



~
~

i

IPage z.of S

I
f

1. Ex parte Kalliokulju, 2007 WL 1378833 (BPAI May 10,2007) (No. 2007-0834, Tech. Gtr.2100)
2. Ex parte Erkey, 2007 WL 1406641 (BPAI May 10, 2007) (No. 2007-1375, Tech. Ctr. 1700)
3. Ex parte Umberger, 2007 WL 1451804 (BPAI May 16, 2007) (No. 2007-0965, Tech. Ctr. 2100)
4. Ex perte Mayer, 2007 wl 1522953 (SPAI May 16, 2007) (No. 2007-0403, Tech. Ctr. 3700)
5. Ex parte Napolez, 2007 WL 1460353 (BPAI May 18, 2007) (No. 2007-1916, Tech. Ctr. 3600)
6. Ex parte Bodin, 2007 WL 1481832 (BPAI May 21,2007) (No. 2007-0257, Tech. Ctr. 2100)
7. Ex parte Diehl, 2007 WL 1522949 (BPAI May 24, 2007) (No. 2007-0125, Tech. Ctr. 1700)
8. Ex parte Katoh, 2007 WL 1540192 (BPAI May 29,2007) (No. 2007-1460, Tech. Ctr. 3600)
9. Ex parte Rinkevich, 2007 WL 1552288 (BPAI May 29, 2007) (No. 2007-1317, Tech. Ctr. 2100)

3/14/2008

I
t

4 Appeals Reversed-In-Part, Afflnned-In-Part I
i

1. Ex parte Fokken, 2007 WL 1540195 (BPAI May 16, 2007) (No. 2007-1565, Tech. Ctr. 1700) I
2. Ex parte Blanchard, 2007 WL 1460352 (BPAI May 18, 2007) (No. 2007-1364, Tech. Ctr. 3700)1
3. Ex parte Ratcliff, 2007 WL 1494281 (BPAI May 22, 2007) (No. 2007-1302, Tech. Ctr. 2100) I
4. Ex parte Nolte, 2007 WL 1494275 (BPAI May 22, 2007) (No. 2007-0563, Tech. Ctr. 2100) I

i
Thus, Appellants have managed to overturn obviousness rejections in only 36% of the Appeals decided ip May.
Notably, 2 of the affirmed 103 rejections were from reexamination requests (Ex parte Atwood Mobile Pro~s., Ex
Parte Capoccia) . !,
As Joe previously noted, the Board has overwhelmingly attached itself to the "precise teachings" and "infe

l
'.rences

and creative steps" language used in the KSRdecision:,

i
"[A]nalysis [of whether the subject matter of a claim is obvious] need not seek out precise teachings
directed to the specific subject matter of the challenged claim, for a court can take account of the !
inferences and creative steps that a person of ordinary skill in the art would employ." I

t
In cases where the rejections were reversed, combinations were rejected by the Board when they were Jt odds
with "common sense." For example, I

r

From these facts, there is no apparent reason to provide any phase change material (cooling I
medium), much less a phase change material having a different melting point, between two I
insulation layers. To do so would run counter to common sense of a person of ordinary skill in the i
art and the purpose of using the phase change material since the insulation layers would prevent I
the phase change material from performing its desired cooling function. Thus, contrary to the I
Examiner's contentions at page 4 of the Answer, we determine that a person having ordinary skill in
the relevant art would not have been led to the claimed subject matter within the meaning of 35 I'
U.S.C. § 103. (EX Parte Mayer). .!

I
Ine one case, the Board found that the Examiner relied on improper hindisght reasoning in formulating th~
rejection: I

"In the instant case, we conclude that a person of ordinary skillin the art having common sense aJ
the time of the invention would not have reasonably looked to Wu to solve a problem already solved
by Savill. Therefore, we agree with Appellants that the Examiner has impermissibly used the lnstaht
claims as a guide or roadmap in formulating the rejection." Ex parte Rinkevich (emphasis in the I
original). I

t

In a few cases (Ex Parte Jha, Amigh, Mayer), the Board relied on the CAFC Dystar and Alza decisions f4r the
proposition that the obviousness test was "flexible" and "motivation need not be found in the references souqht to
be combined, but may be found in any number of sources, including common knowledge, the prior art a~ a whole,
or the nature of the problem itself." I

I
In one interesting case, the Board affirmed the rejection despite a 1.132 declaration that argued unexpeeted
results (EXParte HUbacek). I

~
f

• To view individual decisions, see the USPTO e-FOIA page (link). Decisions may be searched by ipventor
~
~
i
I
I)



"

name, appeal no., application no., etc. Since the PTO severs these linksafter a short while, there
reason to link each of the decisions in this post.

3/14/2008
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Press: impeccable credentials
~

ments. It is composed largely of governors.
mayors, and state legislators.,~

The President's Committeeton Science
& Technology, the outside advisory group
similar to the old President's, Science
Advisory Committee, will beqndergoing
a sweeping membership overhaul, since
its members were appointed fluring the
previous Republican Administration. Its
chairman, Simon Ramo, and -rice.chair
man, William O. Baker, have bothleft the
committee, but Ramo has agrekd to aid in
the reconstitution of the grotip. He and
Baker last fall put together a tllick volume
of iss.ues developed?y two l?a4els asse~
bled m 1975. Press will be using.. the tome's /I~
answers to such questions as qSTP's role 1\
in shaping patent policy as [important
homework in reviewing major issues in W
science and technology. i

Finally, as chairman of tIle Federal
Coordinating Council for Sciance, Engi
neering & Technology, Pressjwill be re
sponsible for developing policy positions
for President Carter on issues that run
across agency lines. The council currently
is putting finishing-touches ona report on
climatic change and its consequences.

The work of an Office of !Science &
Technology Policy may appear to be
general, since there are so rurany issues
that must be dealt with. But each issue is
obviously highly, specific-s-such as the
availability of uranium to rneet light
water reactor needs now that ~arter has
decided to eliminate the breeder reactor
program. ~

Thus, much will depend ion Press'
management style in runninga small of
fiee with an enormously broad mandate.
Says OSTP executive offic~r William
Montgomery, "We'll have to qe selective
in what we tackle. We need a plan so oh
jective that it can be laid out and the
priorities set. And we mustledve enough

I
f

April 18, 1977,C&EN 15
!

t

Government I

New science adviser faces variety of problJms
Calm, cautious, and judicious. That's how
a Presidential science adviser should be,
as the years have defined him, and that's
just about how Dr. Frank Press was April
8 during his confirmation hearing as des
ignated director of the Office of Science
& Technology Policy. Press, appearing
before the Senate Commerce, Science &
Transportation Committee, gave a series
of largely predictable answers to questions
posed by committee chairman Adlai E.
Stevenson Jr. (D.-Ill.) and Sen. Harrison
Schmitt (R.-N.M.). Sen. Edward M.
Kennedy (D.-Mass.) appeared briefly to
introduce Press, a Massachusetts con
stituent, and ask him a few questions.
Press is currently chairman of the de
partment of earth and planetary sciences
at Massachusetts Institute of Technolo
gy.

Press' credentials as science adviser and
·OSTP director appear impeccable:
member, National Academy of Sciences;
past member, National .Science. Board;
chairman, Committee for the Scholarly
Communication with the People's Re
public of China; adviser to the Arms
Control & Disarmament Agency, Agency
for International Development, Interior
Department, National Aeronautics &
Space Administration, and Defense De
partment. His expertise on the seismo
logical aspects of nuclear testing don't
hurt in an Administration bent on
changing the rules of arms control.

As OSTP director, Press will be run
ning a lean office, with at the most 20
possibly 15-professionals. President
Carter will be organizing the White House
staff and may merge OSTP with the Of
fice of Telecommunications Policy, 'a
prospect the current OSTP staffers be
lieve would overbalance the office on the
side of too much specialty in one field.
OSTP has a host of formal duties that go
well beyond the much looser function of
the old Office of Science & Technology.

As science adviser and OSTP director,
Press also will be chairman of three panels
that come under OSTP: the Intergov
ernmental Science, Engineering & Tech
nology Advisory Panel, the President's
Committee on Science & Technology, and
the Federal Coordinating Council for
Science, Engineering & Technology. Press
doesn't take over an organization begun
de novo. Each of these groups was orga
nized under Press' predecessor, Dr. H.
Guyford Stever, whom President Ford
named as full-time science adviser last
summer. Press will be able to carry forth
Stever's legacy and shape it to the Ad
ministration's own purposes.

'I'he Intergovernmental Science, En
gineering & Technology Advisory Panel,
whose executive director is Louis Blair,
was established under the OSTP Act to
help improve the utilization of science and
technology by state and local govern-

Francis Crick; others
decide to leave U.K.

tiousof Ll.Svchernical companies has
magnified the changing pattern of capital
spending within the U.S. At home, the
parent chemical companies' spending still
went up in 1976from 1975 but only in line
with inflation, according to Commerce
and C&EN surveys. For 1977, capital
spending surveys show a decline in
planned 'increases in a level probably
below inflation (C&EN, March 14, page
9).

Chemical capital spending outside the
U.S. is running counter to the trend for
U.S.-owned foreign affiliates in all in
dustry. Spending for all industry is still
expected to rise 12% in 1977 over 19'76 to
reach $28.9 billion, ,Commerce says. 0

England is losing several distinguished
chemists. Sir Francis Crick has decided to
join the staff of Salk Institute in La Jolla,
Calif., on a permanent basis. He has re
signed from the U.l<. Medical Research
Council's Laboratory of Molecular Biol
ogy in-Cambridge after 28 years there.

In June, fellow Nobelist Sir Derek
Barton will quit London's Imperial Col
lege of Science & Technology. He will
settle in Gif-sur-Yvette near Paris as di
rector ofInstitut de Chimie de Substances
Naturelles, part of the French govern
ment's Centre National de la Recherche
Scientifique (CNRS). Following soon.
after will be Dr. Roger Parsons,a spe
cialist in electrochemistry on the faculty
of Bristol University. He will head
CNRS's electrochemical laboratory at
Bellevue, also a Paris suburb;

Considering the comings and goings of
.scientists of international renown, the
move normally would pass all but unno
ticed. But Crick's prominence-he shared
the 1962 Nobel Prize in Medicine with Dr.
James Watson and Dr. Maurice Wilkins
for elucidating the structure of dsoxyri
bonucleic acid-and the fact that he re
putedly made his decision largely on fi
nancial considerations have magnified the
event.

Friends of Crick say that a tightening
of the U.K. tax laws in 197,1 went far in
prompting him to go. Until then, British
residents weren't taxed on income earned
outside the countryso long as they didn't
repatriate it. Now, such earnings are
subject to taxation. The stricter-ruling
affects Crick and others like him who
spend some of their time each year on the
international lecture circuit or visiting
research establishments in various
countries.

Mandatory retirement at age 65, only
four years off, was another factor in
Crick's case. Because salaries of top aca
demic people int.helJ.K. have been "fro
zen" for the next five years as part of the
government's anti-inflation drive, he
faced a pension that would have been

.uurealisticalfy low taking into account
yearly cost of living rises.

Dermot A. O'Sulliuan,C&EN London
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resources available to deal with issues
nobody can anticipate. If you don't. have
a plan you wind up reacting to external
pressures all the time. We have to sit
down and list the things we need to ac
complish,"

Press probably has all the lists he needs,
especially with the issues book left him by
the Baker-Ramo committee. At the mo
ment, according to Montgomery, he is
concentrating on establishing good
working relations with the 'White House
staff so that he has access to the President
when he needs it. Very few Presidential
advisers can reach the boss directly by
dialing a telephone extension.

Press already has talked enough with
the President to have reached a dialogue
on top-priority issues. In statements
prepared for the hearing, he said impor
tant steps had been made in reversing
what he called the "downward trend" in
the support of basic research. He said it
was time to re-examine the industrial
R&D effort to comprehend why that sec
tor of R&D has not expanded. The entire

,~SUbjectof innovation will come into in
.)' tense study during the Press regime, since

W. the Administration is concerned about
'If the eroding U.S. position in technological

. innovation.
Press says he intends to bring the sci

entific and engineering societies into the
national science policy dialogue. He sees
them as an "extended system of eyes and
ears" monitoring emerging developments
in science and engineering with their own
professional concerns. He cites as a model
of White House-society interaction the
American Physical Society's study of
nuclear reactor safety completed last
year.

It is difficult to assess just what Press
as a person, as science adviser, as scientist,
can add to Presidential decision making.
Problems have become more global, more
intertwined, much more related to inter
national economic policies than in the
past, when international science policy in
its mildest form related to scholarly ex
changes and at its most intense to the
arms race. Press, in other words, may in
deed haveto have a plan and a perspec
tive to be more than just a yes man to-the
President.

It may well be that the test of his stew
ardship will be in advising on interna
tional relations and thus through his re
latlonship with National Security Council
head Zbigniew Brzerzinski.. Brzerzinski
has ideas of his own 'on the international
ramifications of technology and its impact
on the relations between nations. The
challenge will be in the balance between
economic and humanitarian motives -in
technology-or know-how-transfer.
Know-how could well he used as a foreign
policy tool-an item of trade or a lever to

! gain concessions. Press says he wouldn't
I favor holding back U.S.technology when

meant for humanitarian ends.
It seems that it will be in the interna

tional economic area where his advice will
most bear watching.

Wil Lepkowski, C&EN Washington
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Climate study proposal
gets mixed reviews
The freaky weather encountered across
much of the country this winter, droughts
in the West and record snow and cold in
the East, has prompted efforts by the
House Subcommittee on Environment &
Atmosphere to shape a coordinated fed
eral climate research program. The sub
committee's proposal got its first public
airing earlier this month, but it did not
draw rave reviews from Administration
witnesses who appeared at the hearings;
although all agreed climate research is a
necessity.

The subcommittee's draft bill calls for
spending an additional $50 .million on
climate research in fiscal 1976, including
increased satellite monitoring of global
climate conditions, basic research on
ocean-atmosphere interactions, and the
effect of human activities on climate. It
also would set up a national climate pro
gram office, probably in the National
Oceanic & Atmospheric Administration,
to coordinate all federal climate research
now scattered amonga number of agen
cies. Within a year the office is to come up
with a five-year plan detailing which
federal agencies should be involved in
climate research, how much funding and
staffing is needed for the various pro
grams, and specific milestones to be ac
complished.

It sounds simple enough but the Ad
ministration isn't buying, at least for now.
For example, Howard W. Hjort, director
of agricultural economics for the De
partment of Agriculture, directly told the
subcommittee that the legislation is not
necessary. "In all good conscience," Hjort
said, "I cannot support the provisions of
the bill that assign the responsibilities for
assessing the impact of climate on agri
culture to another department, to a lead
agency, or to a national climate program
office." And NOAA administrator Robert
White warned the subcommittee that a
"crash program, no matter how lavishly

Brown: ignorance about climate

I

. I .
I 'funded, will not suffice.llHe also says Ur

the "Administration is notiprepared '
endorse all the specific provisions ofti
subcommittee bilL" f

Part of the problem between the Ai
ministration and the subcommittee In,
be one of timing. An Interdepartmenj
Committee for Atmospheric Selene,
(ICAS) consisting of representatives frei
NOAA, USDA, the National Scien,
Foundation, the State Department, an
the National Aeronautics ~. Space A~

ministration, among others, recent!
completed a draft prcposaljofits own():
a national climate program. That propos,
has yet to be approved by th¢ heads of thi
agencies involved or adopted by the Ad
ministration. t. Ii

As described by Dr. Edv{ard P. Tadd:
ICAS chairman, ICAS's graft recomt
mendations, although more detailed h':
content, sound much like those suggested
by the subcommittee. They also show just'
how far is the U.S. from being able to
predict or control the climate. ICAst
identifies five categories in thichprioritYi
research efforts are needed! li~

• Impact assessments f of climatic]
variability oncropyields, energy demand,'
land and water resources, t~ansportation,
and other activities.! ~

• .Diagnosis and projection of observed
climate variations, particularly seasonal
and interannual anomalies and fluctua-
tions. I

• Research to gain ~etter under
standing of natural climate yariabilityand
of man's potential impact on climate.

• Observations by satellite and other
means to help determine tlhe earth's ra
diation budget, air composition, sea-air
interactions, and other facujrsthat induce
climate variability, f

• Management of thevast array of
measurements needed fot. climate re
search and services-i-oceanic, atmo
spheric, hydrologic, solar, and other types
of data. .. I

Under the ICAS proposal, NOAA
would be the lead agency for climate re
search but each of the other agencies in
volved 'would continue t9 set its own
budget and obtain its own ~unding. Given
the layers of clearance the ICAS proposals
go through before they ate adopted, it
probably will be at least a ~ear befare the
Administration can act onithem.

However, despite lack of Administra
tion-supportc-subcommlttee chairman
George E. Brown Jr. (D.-C~lif.) indicated
at the hearings that the ~ubcommittee
probably will go ahead with its bill. He
made the point that "a hesitancy to pro
ceed with Interdisciplinary and intera
g-ency efforts has prevailed for too long,"
adding that "the impact df climate vari
ations is too great to allow another year to
go by without taking so~e major steps.
toward reducing our ignorance about cli
mate and climate change." Thus, the
subcommittee hopes tojhave a final
package ready by May 1'15, Congress'
self-imposed deadline for:! reporting leg
islation containing new ~pending .pro
posals for fiscaI1978.! 0

~
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Honorable Newton Steers
House of Representatives
510 Cannon House Office Building
Washington, D. C.20515

Dear Mr. Steers:

r - - I '
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It was a pleasure for me and my wife to meet you at the Autistic !
Society wine and cheese party. I very much hope your desire to serYte
on the Science and Technology Committee is fulfilled, since I belie~e

that a number of interesting issues which involve the interface betw~en

Government funded research and industrial use of its end results will1
be emerging in the near future. I
As I noted, Congressman Ray Thornton's proposed bill on Government I
patent policy is aimed at eliminating the over 22 patent policies nqw
being administered by the Executive Branch and enhancing the possibillity
of commercialization of the results flowing from the 24 billion do11~r

Government research and development program.' In addition, I unders~and

that the full Committee intends to have hearings in late March on DNA
research. It appears to me that the DNA issue will probably touch!
upon the ownership of end results from that portion of DNA research I
being supported by the Federal Government. I
I am attaching, as you requested, a "Sampling of University Patent I
Licensing Programs". The innovations listed were initially qenerated
with seed money from Department of Health, Education and Welfare's dne and
one-half billion dollar a year grant program to the non-profit sectdr.
The sampling indicates that over 50 million dollars of private risk!
capital has been invested in developing or bringing these few inno- I
vations to the marketplace. The industrial involvement in each of 1jhese
cases is based on the ability of the university to transfer a paten~ .
right to the licensee. Unfortunately, not all the agencies of the I
Executive Branch have patent policies which permit such university I
licensing, despite the fact that studies indicate that the university
sector is licensing over 30 percent of the patent portfolio they ho~d,
while the Government's performance indicates a licensing rate of its
own portfolio of under 5 percent. The Government's poor performanc~
in my mind is primarily due to the loss of the "advocate" of the i
innovation when the Government retains or destroys the intellectual 1
property rights involved. As I noted to you orally, Congressman I
Thronton's proposed bill takes this problem into consideration. I
This is a highly complex area that is difficult to explain in a sho~t

letter. If you should become a member of the Science and Technolog1
f
I
!

. !

'--!
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Committe~,I would be happy to assist with additional information
evidencing the need to enhance the transfer of technology resulting
from Government sponsored research and development to the marketpl

I would add ~hat the enhancement of technology transfer could be
important to the growth of development oriented industry serving
public needs along Route 270 in Montgomery County, as opposed to
what now appears to be primarily organizations which serve the
of Government offices and laboratories in the vicinity. In other wQrds,
the satellite industrial concerns along Route 128 in Boston and
Stanford University are based on ttle development-of-proprietary-i
emerging from the non-profit sector in Boston and Stanford for use
the public, while the same type of product oriented organizations
are not appearing along Route 270. This could be.based on the fact
that there appears to be little incentive to develop ideas emergi
from the National Bureau of Standards, the National Institutes of
Energy Research and Development Administration; and the universi
in the aroea because of the difficulty of establishing a proprietarYI
position before committing private risk capital to further developmejrt

I am also attaching for your review, time permitting, a
presentation on "The Impact of Laws and Regulations on the
Process," a subject which is emerging as a problem area in

Sincerely,

2 Enclosures

bss: Mr. David Eden

»:
Norman J.

([2./#:«-::±:::;::::::=
Latker
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~~ UNIVERSITY

ST. LOUIS, MISSOURI 63110

Patent Counsel
Education & Welfare

20201

WASHINGTON
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I

Dear Mr. Latker:

We at Washington University became aware that we might be
eglecting our responsibility to the public only two and one half

years ago. Prior to that time the fine sounding but unproductive I
patent program was not encouraging creation, development or export!
of material benefits from research. Today we have successful arrange
ments with industry which ate bringing new and improved pharmaceut!icals,
and medical dev Lc e s r r o the public. Of critical importance to the I ."
viability of most of these undertakings has been the mechanism of I
the short term exclusive license which is the key to attracting thle
risk capital available only from industry. In a minority of casesl we
find the unique nature of an invention allows and even demands nonr
exclusive licensing usually because a single firm cannot bring itsl
full range of benefits'to the public. In such cases we have not. i
hesitated to pursue the non-exclusive approach. But the lesson isl that
without an ability to do exclusive licensing Washington Universityl's
outstanding biomedical research capability will in all probabilityl
return to conditions of a few years ago when it was not effectively
delivering material advances to the public. I

f

Mr. Norman J. Latker,
Department of Health,
Washington, D.C.

/)((fYJll~he / (

.Ah~
I

TELEPHONE: AREA CODE ~14

F 0 1 ·7a56 !
11 February 197<4

I
PAIDlT Bj1t\~~Cl\. ~ I

1

fEB221914 !

I
The message, re the cloud over exclusive li'eensing which you I

brought to the Dvorkovitz meeting was obviously a frustrating one I
for you personally and it will take time before the full importanqe of
the Nader case and of opinions held by some legislators become c11ar
to the academic community and to industry. In the meantime, I ho~e

you realize that universities, industry and especially consumers ~re

indebted to you for standing on principle rather than accepting t~e

normal role of compliant civil servant with respect to the presentl
and possibly future Nader obtained court decisions. Yours is the I
only audible, realistic and effective voice on the subject from t~e

Executive Branch and should your support be lost we could only 100!'k
forward to a return to the days when much less of the material I
benefits of Government research was reaching the public. A revie~1 of
the GAO Report No. B-164031(2) and the Harbridge House Report under
Department of Commerce Contract 7-35087 clearly shows how p e r Ls h'abjl e
are the lessons learned only six years ago. !

I

PERSONAL CORRESPONDENCE

OFFICE OF pATENT COORDINATOR

724 SOUTH EUCl..,lD AVENUE

)
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E"'. • Co o r d Ln'a r o rPatent
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The Nader forces have announced an intent to extend their I
attack on exclusive licensing so as to strike at the heart of I
the licensing program of a university such as ours. Challenge i
in the courts will rest with you and others in the Executive I
Branch. Seeking of the Congressional authority to nulify Nader I
court victories will most certainly receive support from universiqy
officials and scientists through the channels available to them. I
However, I am concerned both with the problem of getting Congress~onal

authorization sponsored and passed and especially with the time tijat
this may take. What we face is more comparabl~ to effecting a I
revision of the patent statutes than to influencing the outcome o~
an annual DHEW appropriation act. I

t
In the meantime it would be most opportune and beneficial I

to all if your office would examine the capabilities you may alre4dy
possess for partial relief. Those exclusive property rights acqu~red

by the Government through operation of law (I understand thec~se!law

here is less than overwhelming) probably cannot be protected froml
Nader attacks. These rights, I understand, are limited (or couldl
legally and properly be limited) to the very specific products anq/or
processes actually intended by the Government to be developed under
a contractural agreement. These could, be defined and specified id
the award by the Government at the time of contracting. All invettions
falling outside those specified would, by law, be the property ofl
the contractor or inventor and their management could still be I
controlled by the agency th~ough other provisions of the contractJral
arrangement. The problem of disposing of property acquired by th+
Government through contract provisions because of agency regulati~ns

(and not by action of the "hired to invent" case law) would be av6ided
t

without giving up control by the agency of the reasonable managem$nt'
of such property in the public interest. I

r
It would appear that the possibilities here could be worthw9ile

in the area of research career development awards, training grant~, I

fellowships, research grants and even in research contracts. Pro~ably

the greatest immediate value would be a further strengthening of the
mutual confidence between your office and the universities. !

I
as POS;~~l:~ve our support and we shall try to make it as effectite

I
I
I
I•

Mr. Norman J. Latker
Pat,ent Counsel

r
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Amended 5-2466 does not correct objections to the creation of

overlapping authorities in that portion of the bill that creates

The

For instance,

and evaluation
in . . . prevention

\-~

\

"Research into the development, trial
of techniques, drugs and devices used
of heart, lung and blood diseases. t t

~

DRAFT - July 17, 1~78

the National Center for the Evaluation of Medical Technology.

technology as envisioned by the new medical Center.

the mandate for the NHLBI provides for:

I

L2L/ -~/r67
I
I
f

I
I
I
~

t
i

~
!
I

authorities of the Center appear to duplicate the funded authorities I
of the National Institutes of Health. I

Review of the authorities of several Institutes of the NIH indicat~s

an ability and appropriations in these Institutes to evaluate medical I
I
I
t
t

I
~
i
I

Clearly, NHLBI could undertake and has undertaken with the consent!
!

of its Advisory Councils the review of the efficacy of coronary by-pass
- I

surgery which is repeatedly cited as an example for the need for the I
I

new Center. The study being conducted by the Cardiac Diseases Branch I
1

will run for four to five years and measure the difference in ,..~;;t~ I

ffi
-<.1

rate between patients having the cardiac by-pass surgery and those I
crh<' ~1v.(;J ~,-j t.ee,.J ,.,J ,LJ,edo"rf p"k.e 1'7:7'1'. /IIfYw/ve,s ~w .J I
who have been treated only medicinally. Other variables will also beA.~pfi"'/,+!

~ I .(2..!
measured. At the end of the test the safety and efficacy will be :,f 11,_-,...1 -_

._ ,./..11 !

evident and whether its cost is justified. e/~s(O/'J' -I~
P"J., JJ n/ ';;

Proponents of the bill indicate that several HEW sub-units "conducf I • eI gOd_y
some research on medical services and procedures'.' In the Rogers hearing At'" ~ i)

f ~-7r-

~'tF,,,,J5
! 
I
~
t
I
,I

~
I".._.·...._.m~_. .. . ~_~ _
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on HR 12584, a bill similar to 5-2466, it was determined that 120 mi.Llfion

dollars annually were being utilized for clinical trials on such

evaluations as :

The widely publicized diabetic retinopathy trial.

Studies on oral anti-diabetes agents.

Breast cancer screening.

Multiple risk factor intervention trial (hypertension,
cigarettes .and lipids).

Aspirin myocardial infarction study.

Beta-Blocker heart trial.

Coronary drug project (this project determined that
clofibrate was not useful in the proposed 1 1\) f o/a, /0/ «
fJ()toJI~hJ..J1 .

Prenatal review of 50,000, children born between 1957 and
1965 to determine the qJfOlogy of cerebral palsy.

. I I
'The last study has involved over 100 million dollars, which could ~d~y h"<,/3 e '.J

be covered by theJlUdget anticipated for the National Center.
~/}"I" 'e -r ..

of fetal electronic monitoring, an area which has come under criticism

as increasing Cesarian deliveries of children although within the
.. It J /

authority of the NICJID, has not been undertaken. ....-A±thooghbll!hile,.
admitting an increase in such Cesarians, there is no evidence that

JI' h 0' Iii /c'l..
children so delivered will not be b althy on a long term basis than

JI

those not so monitored. Theoretically, a small study involving five

hospitals over a period of seven years to study such children is

to cost 20 million dollars.

If the Center is created, are the proponents of the bill ready to

reduce the NIH budget by a corresponding amount and to alter the



" -s " i

t
I

the Public Health Service presently not sufficient?

If, as the proponents of this bill indicate, the Center ''would

-3-

such as coronary by-pass.

have no regulatory authority and its findings would have no direct

legislative authorities.

for the Department of HEW to undergo lOtISh a major structural change

in technology assessment.

I
i
I
l

- I
authorities of the several institutes in order to assure against internrl

I
in-fighting over jurisdiction over an evaluation of a teclmology I

1

I
~

!
I
i

impact on any existing programs," why is the authority not provided to I
1
I
I

It appears clear that the steps necessary to coordinate NIH studiesI
have already been taken and require no new legislative authority but I

'I

creation of the new Center, as noted, will clash with many existing I! .
The proposed bill has already created confusion

f
amongst agencies such as HSA, HRA and NIH on what their responsibilitie~

I
will be if the legislation is passed. Further, Dr. Richmond in test.i.fyfng

on fIR 12584 expressed the view that it would be premature and disruPtiv~
i
I
!

without a more fundamental understanding of the complexities involved I
I

While the proponents of SC2466 de-emphasize that the National Center

would have direct impact on existing Federal programs and costs, the I
J

House Corrnnittee noted that the Center for Health Care Technology "can i
f
1n

have great influence in holding down health care costs, since a carefulI
I

assessment of the health care teclmology by the Center will enable I
i

decision makers to make sophisticated and supportable determinations "

iwith respect to the rational distribution and utilization of new and
~

existing health care teclmology." Since amended S-2466 andHk 12584 I
tl~l'eq/( 10 , her,h-., / 4 ~ 0'1 ;Jt"~'c "r/ IN 1~"'J'C/+7<;-
v.!h'c4 fh,IOf'y!"4_1 w,l! ~'?<?(/"-,/? . i

j'vJosl- "'~/.-z f-ct.../I-- ;,/- u/,/eCe-4 '/h..-l- i1- e
e</'</u .. h~ ""'J /dd,c/A( 0 (/..r.L,/Co 4",.7 bd AI£'H &J't!'//-I tilJi<:"1'

/WI/J!t/t!!. 0,"'/ atd'_~t Y-.Jef."'k-??~--v~ Cd ri- ~~cf,r(',.re!?



ACyanide Spill Poisons More Than F

, ,'"

uyJUY.I nEWTdj
and TINA DAUNT
TlMES STAFF WRITORS

Altl!!" months a COnfl
ralysis and moun 'ngil:r
members of the os Ani
Council on Tu day fin
fronted the Los geles 1
partment's part seanc
to write a bI check to I
Commission d its insp.
eral, whois arged with :
the LAPD' intarnalinve
andre endations for(

The in ector genera:
Jeffrey . Egiash. welee
council ction, and said:
confer 'tll ccmmissie;
their aif over the nex
days out the resources
to do iswork.

e'll be coming up wi
, O~tack," Eglash saId. '",
co plete, coroprehens;,
a gh review. , , . It's uJ

,ingto be the commlsslo
:ecide thescope ofthat."

Eglash received a hug
confidence from the cor
Tuesday, whenit ;,oted te
fatal May 21 shoating of
woman MargaretMitchel

Please,see RAMPA

"Yo can't have any
when i keeps going," !

Crowof dmonds, Wash..
her uncle d cousin in th

plane crashesan rescuersIan oUt Air crash ff Rhode Islam
in a frantic sea h for survivors.. tober."W n the world k
Soon, somberin estigatorsconfirm people are ad and that '
theobvious: N oneis allve. no survive ,why shot:

Yet, offici , no one is deadun- families have to wait" far
til a coroner t sues a death certJfi~ bepronounce,
care.Or the c urtB a ruling. In the case f Alaska

For thos left behind, the proc- that pronounc ent could
ess often ells a long. torturous the next few we ks. The
wait: Mar (~an three months for CountyBoardof UperviSI
James H '~, whose son, Jamie. Tuesdayto petitio Super.
died in e '1996 TWA crash off to issue a declaration tha'
Long I and. N.Y. Close to six are dead.
months forWilliam BurkeofPonce The need for a death c
Inlet, Fla.. who lost his son, Sean, is more than an emotio
in the 1997 Korean Air crash in Without it, next of kin at
Guam, Please~eeFAMILl

,------ II .. FOCUSING ON !'Ifl
A judge will deCid~'a Ti.mes
photographer must tilyabout

" NorthHoilywood sh ut. a1.

By PETER G, GOSSELIN
andPAULJACOBS
TIM!$: sr"FF WRJTERS

WASlllNGTON-Federalocti
cialsare investigating whether the
government waa overcharged for
gene-sequencing machines devel-
opedat Caltechand widely coneid- I \
erect crucial to the corning g,Q,"'Qt~,. I 1 I
revolution.

Both the government and pri
vate companiesare using the ma-
chinesin a race to decipher the hu- I' "
man genetic co'de. trhe outcome of .- \
the competition could determine
whether the medical miracles that
ore expected to flowfrom the de
coding wiil end up in public or pri
vate hands.

The geneticcodedetermines hu
manheredity, and newlyemerging
knowledge o! it is expected to point
to novel ways of diagnosing and
treatingsuch devastating disorders
as cancer. heart disease and a host
of hereditary conditions that have
longdefied treatment.

Central to the federal investiga
tion iswhether Caltech researchers
used federal funda to develop the
technology that makes the ma
chinespossible. If they did,Caltech
may have violated a 1980 technol
ogylicensing lawby chargingmore
than allowed for the machines and
could be forcedto repaymillions or
perhapstens ofmillions ofdollars.

Officials have subpoenaed lab
notebooks and other records offor- I. (
roer Caltech researchers involved . j

in the invention of the machine.
They have also sought records
from PE Corp., a Norwalk, conn
based company that has licensed
the decoding technology from Cal
tech. The university holds several
critical patents on the technology.
Thecompany effectively hasan ex
clusive licetl~e for its use and has
made about 80% of the automated
machines sold to date.

The Department of Health and
Human Services confirmed Tues
day that its inspector general's of
fice has been conducting an inves
tigation and thst documents have
been subpoenaed. A spokeswoman,
Judy Holtz. refused to provide de
tailsolthe probe.

Pleasesee INVENTION, AlZ

.envisible for
s the academy
,dpresumably
a ita roster. It
,wing patterns

• ,ce~, who still
_:aura but have

Willinlllless to
os out of films
'ondentspirit.
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l~t~NTIaN;CaltechFuiu1it~g,CotnesUnder Probe
. . .·1:·. ..-......_-_. --_._.~--_.'- ---.-'~"-"'.•_.... - •.. .,.. .

C..;:~£nunA1 ;" ,
~baltech and PE adam ' iI

deliieii ~flideraI fundswere~J .
Ui ~~ iIIyenllon of the <!eca~;'
~ as tb!! f01lr'COlilr aUt~~i 'i,;l;;;iii;S'\';;"" ,·:t···
Di4ASf'q~., , ' ..

U1iiler $e ~.80 )'l\.V1:lh'll'govm.
Ill~n! pe1iill~~ lIjliyel.~~ties and
_~.. t'awin'rii.t . Isa'nd... . . ....,.~
take title'r:i.il.';:eiItions mil,de with
fet!~ ~.,)ili\ Wit!l t,lle provis:o ,
tb>\t W.gt~n notbe ch~r/l~d
steepf~Wtluiir 1i~. ~t leSllt un
til ~tIT, the governme'lt ;lIl.d
goy~t-fu;1ded sl;ientists were
farand~!he bigges; buyer? of
DNA seq~er.ll. , '

As!'ed Jahom the probe ,late
~Y. Jlalh Caliech officials aljd
PE execul:ives predicted thlit it
wouldbeinlno frui~ ,

In a wioi!ten Illatement iSJiUed by
its :.!tombs. the uni;,ersity ae-t.
rmoWledgl!jj~t it had received "a
civilSI.lb~a for documents per
taiJililg to ihe invention of lhe 'DNA
sequeneerJ' .

BUI the!s'tatemen& said: "Based
on'our ev3luatlon of the historical
record. w!lic)l !Iate~ backsome25
years. weIreconfident that [Cal..• ~ t· . .
tech] f6UOW:ed IlII proper P~Q,

cedWS, with respecl to clalmmg
the~~ to the DNA seq'1en9ID,g

..chemistly~d technology, There'is
nO~ 'tlmt the i!lWJ.t!on thl!t
is the ballis lor.the ~ominercial

D~A ~U4nPerwas funded pypri
~~Nq)aderal p,ndingwas
se¢ied 01j US;Od toS\IPPQr!, '!his ill
v~tiQl!, aiId thCl'l!fOl'l! th~ ted~
~t hasnorightsto the in·'

Ii "!.ven on. ! '
MjebaellW. HU\1kapiller, a for

mer.caIteeJ?~er who ill now
presillentoI'PEBi.e,ms, the PE
~~ inakes the s~quenc
era, took aisiWiJ!'f polli!jqn. assm
mg tba:t ileirelaptilent Of ihe se
quenc!ll' ''!\all IlOUling to,dowith
~\;fmId!ng."

''What'~i/1'onie is that wetritl4'1lQ
hard toge~gavernment tundlDg at
the early s(ages ol)l)e proj'ept. ana
we~ lQld consistently that they I',
weren't lnfere.sted,n HUnk.p~ler
said. I '

Behind~ scenes; boththe1JI)i
Vel'Sity an;d the cOlllpal).y have
mounted alfiei'ce (Ieien.se 'oftheir
clalinlltot!ietechilolo . vi""'-,;. . gy,pro I,U,IIS

rese;¢~';$> IiaVe£e~lved sub- •.
peen..WillihIwYers and arguing in
cQrr!ispoi1!fen¢e Wlth fedetai offi
cials iM~'lllm1s lll> b ',,' the, .,,' .?"1'! ,0; ,
Pt°~/l., . "

Butt{1"!l'ef!orl8 s'eeIillik~y .to
1 ,. • "."... •• •
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Los Angeles
llmes-
Archives.

Phlii.e. " ", .. ---', ",-,'~"I®
B~t t!lE:lf et.f9r.i9-ae~~ likejY-lo " ,

be dog~ed by :i trail of federal 3'.• ".
grant appli~tions; scie/llific papers '
and o!hth' documents that llJl~clfi.
callycredit feq~ fundswIth lielp-
lDg 10 \lll~le the invenlion of"
t1Je four-color tecl:1iloJogy- and em-
bodyjrig of'il.in. awor~ I1)a¢bine.

For'~ple., a'1985' apP!\cation
-fllr Sl.8million in,N~tio~a) Scieno,
Foundation money i!pecifiCally's8id
t1Je llloney w;lll b~g soughl to de,
veJop a DNA ~oder. A 1,9all al'li~
ole in the sclentiiiA Joumal Nature
that deac;rlbe~ the newtechnology
ored(ted the foundation for sup- i
-Portin¥ researoll that led 10 the in. :
vention. Caltech and the founda~ I
lion bothissuedpress releases and I

hel,d a jomt news conference in I
1986 tounveil the lllSolline. .

The Calteoll press release said. :
"DevelOpment of the PNAsequen- '
star~ sponapred \ly the )IT~tioilal I
Scieijce FouncliitiOD," ,S weU as by
lll'3Il18 frail! a gT,oujl ofp.tivate com-
panies. '

Calie'Ch's and FE's, e!forts' to de
flect the$Ov~t could alao be
complicated by the Views ofOne of

'lbe aequeneer's principal inv~~rs,
Lloyd M. Smith, a fOl'/lle.r Callech
researcher now at the University of
Wisconsin.

Smith acknowledged in -a tele-
phone interView that he' did not II
know BlCactly where the money to I
support his wotkwascoming f;Qm :
when he was I.boring overthe de
,coding technoJ,ogy as a postdoc
toralfellow'In tlje Ca.\tec!lla!?s of
Leroy Hood durmg tile micl-lgSOs,
ButSmith smi;! the Ish ''was totally
made offederal money."

Asked whether he and his col
leagues could haveinvented the se
quencer and made it work wIthout i
federal fJmds, Sinilb,~aid, ''\ITo, not ,
in mY OPinion. Thewhol~ enViron
ment ofthelab.~'permeatedwith
federal funds:' .

The 1980 legislation, known as !
the BaYh-Dole Act, requires uni
versities to reportall inventions to
t1Je federal gilv~t If anytax.
payers' dollars were used to cje
velop the idea or reduce the inven
tion to practice. In. suchcases, the
gov8rnIllent hand~ overtilleto the
invention to the academic in~tilu,'
tion but retains aright to ils uae I'
and i~ freed from payingroyalties
onl~

Over the years,feder~ auditors
have complained that the 'require-
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rrE iC,ft1techFunding;O~mes trntlcf'Probe ~~~c~~~~::lJi~H~use ~:~':n~r~nJ~u~;¥etr::f.t~:::
Then there is ,the !irie~on' 'of block.that ma1<e.up.,DNl!;'lllld can
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I
Background: Extramural funding from NIH supports biomedical research in an effort to gain
new knJwledge that will lead to better health for everyone. This knowledge often manifests
itself asjintellectual property, i.e., unique findings that result in new products, materials and
processes. In the past, ownership of these inventions vested with the Federal Government. As
the govemment had no means to manufacture or commercialize these advances, Congress passed
the Bayh-Dole Act in 1980 (P.L. 96-517). The Bayh-Dole Act allows grantee!contractor
organizations to retain principal rights to inventions resulting from grants, cooperative

---agreem~nts and contracts. The Act also contains a provision that the Government will receive a
non-exclusive, non-transferable, irrevocable,'paid-up license to practice or have practiced, the
I· . -. ,

invention for or on behalf ofthe U.S. throughout the world. Consequently, NIH has a major
responsipility in protecting, promoting: and monitoring inventions that result from the extramural
res~.archjprograms it funds. . '- I .. -.-
It should be noted that fellowships and training grants, which are made by NIH primarily for
educatiO~alpurposes, do not contain provisions giving NIH rights to inventions, including any i

resulting income. However, trainees are often associated with a research project and when the
project i~ a federally funded research grant, an invention stemming from this research is normally
subject tb invention reporting requirements. .

I
To facilitate NIH and grantee/contractor compliance with these regulations and help ensure
inventioh reporting compliance, NIH's Office of Policy for Extramural Research (OPERA),
OER, de~eloped Interagency Edison (IEdison) and Edison Report Lite (ERL). These two
Internet-based systems allow, respectively, for grantee/contractor organizations to report and
track inientions derived through NIH funding agreements, and for NIH IC staff to playa role in

I
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monitonng grantee/contractor organization compliance, consistent with NIH grant and contract
policy.
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The purpose of this announcement is to broadly delineate the roles, responsibilities and
involvement of extramural staff and provide general guidance for ensuring grantee/contractor
compliance of the Bayh-Dole Act and related 37 CFR Section 40 I regulations.

pOlicylstatement: Nlli extramural staff must ensure that grantee/contractor organizations are in
compliance with existing regulations regarding invention reporting and provide stewardship in
protecting the government's rights to inventions funded through extramural research programs.
AlthoJgh the primary responsibility for oversight and monitoring extramural invention activities
reside~ with the OPERA, OER, all extramural staff who administer grant and contract programs
are responsible for understanding the laws and policies governing invention reporting and for
ensuring that grantee/contractor organizations are in compliance with the Bayh-Dole Act.

I;
Discus~ion: The Bayh-Dole Act is implemented through Department of Commerce regulations
37 CFlf 401.. These regulations define terms, parties, responsibilities, prescribe the order of
disposition of rights, prescribe a chronology of reporting requirements, and delineate the basis for
and eXlent of government actions to retain rights. The patent rights clauses are found at 37 CFR
Part 4Ql.14 and are accessible from the Interagency Edison web page, www.iedison.gov, and in
the N]]I Grants Policy Statement. In the case of contracts, Title 48, Chapter 1, Subchapter E,
Part 27jof the Federal Acquisition Regulations (FAR), pertains to inventions and patents. The
Standard Patent Rights Clause for use in contracts is contained in Subchapter H, Part 52 of the
FAR. Terms and definitions relating to extramural inventions were published in the Nlli Guide
for Grants and Contracts. dated September 22, 1995, as a "20-20 View of Invention Reporting to
the Nnl!" and are available at on the OER Extramural web site

1

htt;p:llgrants.nih.gov/grants/guide/index.html as a Guide Notice. This and other issues of the NIH
Guide for Grants and Contracts referring to invention reporting and intellectual property are -
locatedlcentrally on the Grants Management Advisory Committee (GMAC) Infonet at
http://dtloerdb2.od.nih.gov/gmaclhome.html under the Patents and Inventions link, as well as
from tHe IEdison home page at http://www.iedison.gov/nihprocs.html.Atimeline for invention
reportidg compliance is available at: www.iedison.gov on the NIH link under "FAQs andI .
Informftion."

It is alS~ important to consider how invention reporting will be conducted, the ethical issues
involved in this process, as well as the need for confidentiality. Each of these topics will be

1
discussed as follows.

I
iElectronic Invention Reporting: The deployment of the extramural invention database
hstem (originally known as Edison) in 1995, has improved invention reporting
Fompliance processes at Nlli. Beginning in 1998 Edison was renamed Interagency,
Edison (IEdison) as other Federal agencies adopted this electronic system for reporting,
btoring and monitoring their invention report documentation. This system meets all
federally mandated invention reporting compliance requirements for both Federal
agencies and their grant and contract recipients. A proactive messaging component of the
hstem automatically alerts granteelcontractor organizations of compliance deadlines (i.e.,

I

I
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election of title, patent deadlines, etc.) and other time sensitive reporting requirements
(i.e., the automatic approval of time extensions, etc.). Edison Report-Lite (ERL) was
developed as a companion system to accommodate the needs of NIH extramural
managers and staff, the NllI Office of Technology Transfer, and IC public affair offices.
The ERL interface includes the IEdison database invention report records submitted by
grantee/contractor organizations with access provided for each specific IIC. Thus, ERL
provides a mechanism for NIH staff to verify information.

I,Ethical Considerations: All NIH employees must avoid actual conflicts of interest
! and/or the appearance of such conflicts in so far as intellectual property rights are
Iconcerned. Extramural employees' impartiality may be questioned if they have funding
ior administrative responsibilities with respect to granteelcontractor inventorship.
IEmployees are advised to consult their Deputy Ethics Counselor for guidance in this area.

IA list of these counselors can be found at
, http://www3.od.nih.gov/ogcethics/findthe.htm .
}

I
i Confidentiality of Invention Reporting Documents: All information regarding
)

Iinventions is very time-sensitive and proprietary in nature. Consequently, all documents
II.. ·relating to invention reporting must be considered highly confidential. Invention reporting
, information is normally exempt from disclosure, subject to the FOIA, and
I invention-related documents should not be routinely copied. Except as indicated below,Idocumentation pertaining to inventions (i.e., "disclosures"), waivers, licenses, patent
Iapplications, etc., should not be filed in the IC ~rant ~r c~ntract file: Rather, these
i documents should be forwarded to OPERA for inclusion m the Ilidison system of
lrecords.

I
Roles and Responsibilities: Extramural invention reporting involves many organizational
components and individuals at the NIH. The staff of grants and contracts management offices,
extram~ral scientist administrators, IC technology transfer offices, OPERA staff, the NIH Office
of Technology Transfer, and the NIH Office of General Counsel, HHS, all provide stewardship
and ovbrsight of the invention reporting enterprise. The following descriptions summarize the
role of!each of these components. Since responsibilities require concurrent or sequential
interactions with other components, all parties should read this entire document.

i
I
IOffice of Extramural Research: OPERA serves as the primary point of contact for
[extramural invention reports, disclosures, confirmatory licenses, and other documentation
lrequired by the Bayh-Dole Act. To enhance compliance with Bayh-Dole requirements,
lOPERA develops policies and procedures; conducts training for extramural staff; and
I
[performs outreach to the extramural research community by conducting seminars and
lparticipating in regional and national meetings of professional societies related to
Iresearch administration. These efforts also include preparing policy and informational
iannouncements for the NIH Guide for Grants and Contracts and other NIH publications.
IOPERA also maintains and enhances the capabilities of IEdison and Edison Report-Lite
!
!
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and provides user support for these compliance tools.

OPERA staff will monitor invention reporting by performing random compliance checks
and cQ!lducting site visits with grantee/contractor organizations. Staff will work with
representatives from the Councilon Governmental Relations and the Association of
University Technology Managers, Inc., as well as other national societies representing
grantee/contractor organizations in an effort to improve understanding and compliance
with the Bayh-Dole Act.

The address for the invention reporting function of OPERA is:

Chief, Extramural Inventions and Technology Resources Branch, OPERA,
OER,Nlli
6705 Rockledge Dr. Room 1136 MSC 7980
Bethesda, MD 20892-7980
(30 I) 435-1986
FAX (301) 480-0272; Email: edison(iilQd nih,gov ;

See also: www jedison,gov for relevant information.

i
!Grants Management Staff: Grants management staff playa vital role in protectingIgovernment rights to federally funded intellectual property. IC grants management staff
Ishould take every opportunity to remind grantees of their invention reporting obligations.
!Particular emphasis should be applied to recipients with limited grant funding experience
I(i.e., commercial organizations and small business entities). Toward this end, ICs are
Iencouraged to include, at time of award, an informational letter that details invention
jreporting requirements. Such a letter is now routinely included with the Notice of Grant
IAward for SBIRs and STTRs. A copy of this letter is available internally from the Grants
!Management Infonet at: hl[p:/lodoerdb2,od.nih gov/gmac/lopics/palenls main,htm] •
1
IThere are circumstances where special terms of award are warranted to ensure that any
Iresulting invention will be made available for public use. Before implementing special
\terms and conditions of award, ICs should consult with OER.

IIf an invention report is included in a competing or non-competing grant application or on
lthe Final Invention Statement and Certification (HHS 568), a search of the !Edison
!database should be conducted to verify whether or not any inventions have been reported
!

lunder the specific grant number. Using the ERL interface (https://dali.cc.nih.gov/erl/ ), if
\the search shows any reported inventions, it will be assumed the grantee institution is
lreporting inventions and no further action will be required. If information regarding
!inventions as reported in the application is not consistent with !Edison records, OPERA
!must be notified via the ERL interface. OPERA will take any additional steps necessary
fO reconcile the discrepancy with the grantee organization. All actions taken by grants
management must be documented and made part of the official file. A copy of an
~nvention report from ERL or other information sent to OPERA is acceptable
!

I
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I
!



All invention related documentation (i.e., correspondence, disclosures, etc.) directed by
the grantee to IC staff must be forwarded to OPERA for inclusion in the lEdison record
system. The only exception is the HHS 568, which should be filed in the official grant
file. However, if a copy of the HHS 568 reflects any inventions, a copy must be
forwarded to OPERA for inclusion in the lEdison system of records.

I
l

I
I
I
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I documentation for the official grant file.
I
t

\

I
I

I
I Contract Management Staff: Contracts management staff must ensure that the
I solicitation and the contract document adequately describe the rights and responsibilities
! of the Government and the contractor with respect to inventions that may be made in the
Iperformance of work under the contract. This is accomplished by including the Patent
I Rights clause at FAR 52.227-11 and an Invention Reporting provision in the solicitation
! and the contract. If the work under the contract is to be performed outside of the United
! States, its possessions, and Puerto Rico, the contract and the solicitation will include the
IFAR clause at 52.227-13, in lieu of the clause at FAR 52.227-11.

II Upon receipt of an annual invention report (only required if an invention has been
!developed during the reporting period), or a final invention statement reporting an
Iinvention, contract management is responsible for conducting a search of the lEdison
!database to verify whether or not any inventions are being reported under the specific
I contract number. Using the ERL interface (https:lldali.cc.nih.gov/erll), the contract
Imanager will enter the contract number to query the lEdison database. If the searchIshows any reported inventions, it will be assumed the contractor is reporting inventions
Iand no further action will be required. If an invention activity has been reported in eitherIan annual or final report but has not been included in lEdison OPERA must be notified
I using the ERL interface. Beyond this notification, OPERA will take any additional stepsInecessary to reconcile the discrepancy with the contractor organization.

IThe annual and final reports are maintained in the lEdison record system, as well as in the
[offlcial contract file. Any other invention related documentation (i.e., correspondence,
ll.disc.losures, etc.) directed by the contractor to IC staff must be forwarded to OPERA for
linclusion in the IEdison system.I '
lprogram Staff: Monitoring compliance for invention reporting is a responsibility that
[often requires scientific expertise. Review of a grant/contract application, including the
!scientific progress report, may reveal information that relates to the development of
iintellectual property (i.e., direct, indirect, ortangential references to the creation of an
linvention, a biological material, a unique research resol1{.ce, etc.). An Extramural
IScientist Administrator (ESA) posses~es the scientific expertise to make a determination
IWhether an invention is related to the research project and should be cognizant that
1 _ ".',,'''' _._,
lreferences to commercialization, manufacturing, or marketing may be a result of NIH
l i

!funding. In such cases the ESA must either inform gtant/contract management staff of
[

I
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I this research outcome and grants management will take responsibility for seeing that the!grantee/contractor ful~Qmpli-,,§with all reporting requirements, or the ESA will fulfill
Ithis function by conducting a search of the ERL"systemto establish whether or not this
I research outcome has been reported to NIH.!f'necessary, the ESA will obtain additional
Iinformation froni the grantee/contractoi'"and see that an invention report is filed, If
Iappropriate, and properly document the official fill<.' If necessary, grant/contract
I management staff may assist in these efforts, as may OPERA staff.
!

IProgram staff must avoid any actual, apparent, or perceived conflict of interest with
Iregard to their role as scientific advisor to grantees and contractors. ESAs who provide
!expert advice to grantees/contractors, or become co-inventors, must be aware of ethical
Iissues and avoid impropriety. Recusal of any funding decision or program responsibility
rIwould normally be appropriate.
~INIH Office of Technology Transfer: The Office of Technology Transfer (OTT) has the
!predominant responsibility for policy development and interpretation and administration
!of NIH intramural intellectual property. The office also has responsibility for providing
1guidance and consultation on interpretation and application of extramural technologyItransfer policy and procedures.

IOTT provides assistance to NIH extramural awarding units to resolve technology transfer
!problems, including Declarations of Exceptional Circumstances (DEC), contents of
IRequests for Applications (RFA), Requests for Proposals (RFP), and application
!requirements. In coordination with other offices in the Office ofthe Director, NIH, OTT
[also prepares documents requesting assistance from HHS, PHS and provides assistance to
[grantee institution officials and others on extramural technology transfer policy matters.

1,IAdditiOnallY' OTT has been delegated authority for extramural inventions in four areas:
(I) election of title or assignment of title to an extramural invention on behalf of the

f

[government: (2) waiver of the preference for domestic manufacture (i.e., no contractor or
19ranteeor their assignee shall grant to any person the exclusive right to use or sell a
!subject invention in the United States unless that person agrees that any products
[embodying the invention or produced trough its use will be manufactured substantially in
Ithe United States; (3) retention of title by the inventor; and (4) initiation and pursuit of
igovernment march in rights.
I
IOTT'S expertise is necessary in these areas due to the technical, legal and scientific
lramifications associated with rights to intellectual property and the need to promote
\comrnercialization opportunities.

I
[I'eehnology Development Coordinators (TDC): The role of an IC TDC is to review
bxtramural inventions where rights have been waived by the grantee/contractor
brganization and where the IC has an express interest in the invention. Inventions that are
J

rbandoned or waived by the grantee/contractor organization are reviewed by the TDC for

I
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Iany possible IC interest. Results of these reviews are forwarded to OPERA, and the
I !Edison database is updated to reflect a change in status.
~

ISpecial Programs Office, OER: The Special Programs Office provides the
Iadministrative oversight for the annual Omnibus Solicitation for SBIRs and STTRs. This
Ioffice provides basic information for this community needed to comply with the
! requirements ofthe Bayh-Dole Act. This office also provides information through a Web
Isite for small business organizations at http://www.nih.gov/grants/funding/sbir.htm.
I
IOffice of General Connsel: This office acts as the legal advisor to NIH on any issue
!where NIH's position or rights to inventions are involved.

I
This policy announcement is effective upon signature.

I

I
I
I

Issuing Office: OERIOPERA (5-0949)
I
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