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SUBJECT - Implementatlon of the Federal Technology

Transfer Act
STATEMENT QF THE ISSUE

What steps should the Department take to implement the
Faderal Technology Transfer Act of 19867

On October 20, the President signed the Federal Technology
Transfer Act of 1986 (P.L. 99-302), which amends the Stevenson-
Wwydler Act (P, L, 95-480). Commerce supported this Act a%
priority legislation. It builds on fundamental prlnc1ples the
Department developed for managing technology produced w1t§ '
Federal funding. The principles, which we have embodied in two
previous laws and the President’s Patent Policy Memorandum,
give universities and businesses control of their technology
and strong incentives to promote its commercial applicatiagn.
This Act finally extends these principles to Government- -
operated laboratories and, if implemented properly, can give
U.S8. industry practical access to nearly all unclassified
technology the Government funds or produces in the laboratories.

Among the amendments are provisions that promote technology
transfers by permitting agencies to authorize Government-
operated laboratories to enter into cooperative research and
development arrangements or licensing agreements with the
private sector, subject to statutory or agency imposed

conditions. The amendments also provide needed incentives
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to encourage laboratories and their scientists to examlne how
the results of projects funded to meet Federal needs mlght be
adapted to commercial uses. It does this by permitting the
laboratories to accept resources from the private sectoriunder
cooperative arrangements and by assuring laboratory.scientists
a percentage of the royaltles resulting from their inventions,

From its. beglnnlng, the Administration has been striving to
increase American innovation by decentralizing the managément
of technology coming out of Federally supported programs.
The Administration's policy is widely supported in the private
sector. It is viewed by state and local governments as a
centerpiece of local economic development. In order to take
full advantage of this unique opportunity to broaden the U, S.
technology base, the department must now move forcefullj to
1mplement the Pre31dent s policy.

Within the Department of Commerce the technology transfer
function contained in this new Act are the programmatic _
responsibility ¢f the Under Secretary for Economic Affairs.

Accordingly, as a first step in implementing the Technology

Transfer Act of 1986, the additional agency level and
Government-wide coordinating authorities vested in you by
these new amendments to the Stevenson-Wydler Act should b
delegated to the Under Secretary for Economic Affairs,

D

When this delegation has been made, we will create a DoC
committee to implement the Technology Transfer Act of 1986,
of all interested Departmental units in order to expedite|
implementation within the Department. The committee would
undertake as a primary task the further delegation of the;
cooperative arrangement and licensing authorities to-
Commerce laboratories under appropriate conditicns.

MMENDATIOHN!

1. I recommend that you delegate the authorities and responsi-
bilities given you under these new amendments to the :
Stevenson-Wydler Act to the Under Secretary for Economic
Affairs.. (Attached at tab A is a summary of the authorities
to be delegated to the Under Secretary for Economic Affairs.
Also attached at tab B is a copy of Public Law 99-302, with
-the new authorities to be delegated underlined in red). If
you agree with this proposed delegation, we will coordinate
with the Assistant Secretary for Administration to amend the
aporoorlate Deoartmental Orders.

DECTISIO!

Approve;_j/ ‘Disapprove________ Let's Discuss
DEC 10 1986 | |
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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 1385,

'D”QTSEQW
| | J . . _ |
Approve_ Disapprove_______ Let's Discuss

DEC 17 1966




COORDINATING AUTHORITIES CREATED BY P, L. 99-502

I. Government-wide Coordinating Authority Assigned to the
' Correrce Department by P. L. 99-302

The Secretary, in consultation w1th other Federal

agencies, may-- '
(A) make available to interested agencies the
expertise of the Department of Comrerce regarding -
the comrercical potential of inventions and
methods and options for commercialization which
are available to the Federal laboratories,
including research and develoPment llmlted
partnerships;

(B) develop and disseminate to appropriate agency
and laboratory personnel model provisions for use
on a voluntary basis in cooperative research and
development arrangements; and

(C) furnish advice and assistance, upon request, to
Federal agencies concerning their cooperatlvé
research and development programs and projects.

Seg;;gn l0{g)(2)

‘ Two years after the date of the enactment of this
‘subsection and every two years thereafter, the
Secretary shall submit a summary report to the
President and the Congress on the use by the agencies
and the Secretary of the authorities specified in the
Act...

Section 1 '
Not later than one year after the date of the enactmrent
of the Federal Technology Transfer Act of 1986, the
Secretary shall submit to the President and the '
Congress a report regarding--. _
(A) any copyright provisions or other types of
barriers which tend to restrict or limit the trangfer
of federally funded computer software to the private
gector and to State and local governmwents, and agencies
of such State and local governrents; and

(B) the feasibility and cost of compiling end
raintaining a current and comprehensive inventory
of all federally funded training software.




II. AgéncyFlevel Cdordinating Activities Created by P. L. 99+502
A. Cooperative'Agteements
Each Federal agency may perrit the director of any-
of its Government-operated Federal laboratorl?s—-
(1) to enter into cooperative regearch and
development agreements on behalf of such

agency (subject to subsection (¢) of thls
sectlon)..., and

(2) to. negotlate llcen51ng agreements...3

S.gs_t_L_n 1l(c) (1) :
A federal agency may issue regulatlons on suitable
procedures for 1mplement1ng the prov151ons of (this
section... ’

ﬁss_t.mn,u_(_q.u})_m '
Any agency using the authorlty given it under|
subsection (a) shall review employee standards of
conduct for resolving potentlal conflicts of
lnterest...

.S_e.g;;_qnmgj_&_l)_(.al |
If...an agency is unable to resolve potential
conflicts of interest within its current
statutory framework, it shall propose necessary
statutory changes to be forwarded to its
authorizing comrittees in Congress.

Section :

- If the head of the agency...desires an opportunity
to disapprove or require the modification of any
such agreement, the agreement shall provide a 30~
day period within which such action must be
.taken beginning on the date the agreement is
presented to him or her by the head of the
laboratory concerned,

Sss.t.ﬁ.gnu_ts.)_ts_)_(m. o
In any case in which the head of an agency... »
digsapproves or requires the modification of an
agreement..., the head of the agercy...shall
transwrit a written explanation of such disapproval
or modification to the head of the laboratory
concerned. _




B, Awards Program
Section 12
The head of each Federal agency that is makinq
expenditures at a rate of rore than $50,000,000
per fiscal year for research and development in
its Government-~operated laboratories
-shall,,.develop and implement a cash awards
program to reward its sc1entif1c, engineering, andg
technical personnel for-- '
(1) inventions, innovations, or other
outstanding scientific or technological
contributions of value to the United States
due to comrmercial applications or due to
contributions to missions of the Federal
. agency or the Federal Government, or

domrestic transfer of science and technol _
development within the Federal Governmeng and
result in utilization of such science an
technology by Aperican industry or business,
universitiesg, State or local. governments, or
other non-Federal parties.

(2) exemplary activities that promoteithﬁ
gy

C. Distribution of Royalty Income

S_eﬂ_tqnl.u_iul)_
Except as provided in paragraphs (2) and (4), any
royalties...received by a Federal agency from the
licensing or assignment of inventions...shall be
disposed of as follows:,

(A) (i) The head of the agency...shall pay at
least 15 percent of the royalties...to the
inventor.,..This clause shall take effect on
the date of the enactment of this section
unless the agency publishes a notice in the

Pederal Register within 90 days of such date
indicating its election to file a Notice of

Proposed Rulemaking pursuant to clause {(ii) .

(A) {ii) An agency may promulgate...

regulations providing for an alternative

program for sharing royalties with
~inventors,..




m;uauluem;u '

' ‘Any agency that has published: 1ts intention to
promulgate regulatlons under clause (ii) may elect
not to pay inventors under clause (i) until the
expiration of two years after the date of the
enactment of this Act or until the date of the
promrulgation of such regulations, whlchever is
earlier. If an agency makes such an election) and
after two years the regulations have not been
prorulgated, the agency shall make payments (in
accordance with clause (i)) of at least 15 percent
of the royalties involved, retroactive to the: date
of the enactment of this Act. If promulgation of
the regulations occurs within two years after:the
date of the enactwent of this Act, pdymrents shall
be made in accordance with such regulations,
retroactive to the date of the enactment of this
Act, The agency shall retain its royalties until
the inventor's portion is pa1d under either c]ause
(i) or (ii)...

Section 13(a) (1) (B) '

The balance of the royalties...shall be _

transferred by the agency to its Government-

operated laboratories, with the majority share of
the royalties... going to the laboratory where the
invention occurred... :

Section 13(a)(2)
I1f, after payments to inventors under paragragh
(1), the royalties received by an agency in any
fiscal year exceed 5 percent of the budget of ithe
Governrent-operated laboratories of the agency for
that year, 75 percent of such excess shall be paid
to the Treasury of the United States and the
reraining 25 percent may be used or obligated [for
the purposes described in...paragraph (1) (B)
during that fiscal year or the succeeding fiscal
year. Any funds not so used or obligated shall .
be paid intoc the Treasury of the United States

s:mmm_m

A Federal agency receiving royaltles...as a
result of invention management services performred
for another Federal agency or laboratory...shall
retain such royalties...to the extent required to
offset the payment of royalties to inventors -
under.,.paragraph 1(A), costs and expenses
incurred under clause (i) of paragraph (1) (B), and
the cost of foreign patenting....All '
~royalties...reraining after payment of...
royalties; costs, and expenses... shall be :
transferred to the agency for which the servzces
were performed... -




b, Record'Keeping
Section

Each agency shall maintain a record of all
agreements entered into under this section.

Section 13(c}{l)
In making their annual budget subm1551ons Federal

agencies shall submit...sumraries of the amount of
royalties.,.received and expenditures made... -
under this section.

E. Federal Laboratory Consortium

. There is hereby established the Federal Laboratory
Consortiun for Technology Transfer...which, in
cooperation with Federal laboratories and the
private sector, shall--

(E) utilize...the expertise and services
of...the Department of Commerce.,.,as
necessary. '
Section 10(e) (2)
...The representatives to the Consortium shal
include...a representative appointed from eac

Federal agency with one or more member

laboratories, : :

~ Section 10(e)(7)(C)

: The heads of Federal agenc1es...may prov1de such

additional support for operations of the .
Consortium as they deenr appropriate.

[ 2 ol




TRANSMITTAL oLl

"'United States of America DEPARTMENT _ |
DEPARTMENT OF COMMERCE | ORGANIZATION GRDER 10-9
' Amendment 1
" ORGANIZATIOCN - o | -:
- ORDER SERIES March 9, 1387 March 3, 1987 -

UNDER SECRETARY FOR ECONOMIC AFFAIRS

Departm ent Organization Order 10-9, dated January 22, 1984, is hereby amended as
.shown below. The pucpose of this amendment is to delegate the Secretary's authority
in the Federal Technology Transfer Act of 1986; and transfer previously deléggated
authorities in the Stevenson-Wydler Technology Innovation Act of 1980 froml(the
Assistant Secretary for Productivity, Technology and Innovation to the Under
Secretary for Economic Affairs.

: SE(.,TION 3. DELEGATION OF AUTHORITY. In pen—-and-mk, reletter paragraphs. 02
through .04 as .03 through .05, a new paragraph .02 is added to read as follows: -

"02 The authorities and responsibilities of the Secretary of Commerce in the
Stevenson-Wydler Technology Innovation Act of 1980 (P.L. 96-480), as amencled by the |
~ Federal Technology Transfer Act of 1986 (P.L. 99-502)." o S

Secretary of Commerce

!

USCOMM~ DC - 87-8951




OFFICE OF FEDERAL TECHNOLOGY COMMERCIALIZATION
SECTION 1, - PURPOSE

.01 This Order prescribes the organization and the _
functions of the Office of Federal Technology Commercializat¢on.

SECTION 2. STATUS AND LINE OF AUTHORITY

‘.01 The Office of Federal Technology Commercialization; a
constituent operating unit of the Department, shall be headed by
a Director who shall report and abe responsible to the Under
Secretary for Economic Affairs through the A851stant Secretary
for Productivity, Technology and Innovation.

SECTION 3.  FUNCTIONS

The Office of Federal Technology Commercialization shall be
the principal unit in the Departmrent on issues and policies
relating to technology developed in Federal laboratories, .
developed with Federal fundlng, or affected by Federal progrars
and activities, In carrying out these responSLbllltles, the .
Office shall

a. Adv1se the Under Secretary for Economic Affairs and other
Departmrent officials on irportant policy questions and problems
relating to p:lvate sector use of Federal technology. g
b. Enhance the flow of Federally funded technologies to thé

private sector and minirize adverse affects of Federal. programs
on technology developed by the private sector. '

C. Agssist the Under Secretary for Econowic Affairs in
performlng the lead agency functions delegated by the Secretary, -
concerning Federal technology ranagerment policy under Public|Laws
96-480, 96-517, 98-620, 98-622, and 99-502 and Executive Order
10096 and the President's patent policy merorandum, 1nclud1ng
coordinating, monitoring, gathering relevant data, evaluating
relevant programrs and activities, developing uniform Government-
wide standards for implerenting Federal patent policy, preparing
reports, disserinating information, making recomrmwendations, and
taking other actions necessary to assure raximiumr private sector
opportunity for comrercializing technology resulting from
projects performed by Federal agencies or financed with Federal
Governrent funds. '

d. Review for the Under Secretary and advise on, all Correfce
activities under the Stevenson-Wydler Technology Transfer Act of
1980 and the Federal Technology Transfer Act of 1986.




e. Chair the Federal Coordlnatlng Couac11 on Science,
Engineering, and Technology Comrittee on Intellectual Property
for Technology Transfer.,

£. Develop a Government—wide policy on technical data used or
. developed at Governrent expense.

d. Develop training raterials and programrs for helping Federal
laboratories or Federally-funded laboratories evaluate the
corrercial value of their technologies and improve their
technology transfer capabilities,

h, Llcense Federally—owned inventions both within the custody
of the Departmrent of Comrerce and other agencies.

i. Chair the Commerce Cormittee on Laboratory Technology

Managerent, to coordinate irplerentation of authority delegations

to DOC laboratories under subsection 1l1(a); the awards
prograr authorized by section 12 of P.L. 99 502 and the
distribution of royalties under Section 13 of P.L. 99-502,

je. Prepare the reports fror the Secretary to the President and
Congress as required in P.L. 99-502,

§E§ILQE 4.,  ORGANIZATION

. .01 The Office of Federal Technology Commercialization |-
shall consist of the Division of Federal Technology Managepent
Policy and the Division of Federal Patent Licensing.

- 02. The Division of Federal Technology Management POllCY.
shall: : _ '

a. Provide advice and assistance as requested by other
- Federal agencies on comrrercializing inventions, model
agreerents, and cooperative research and developrent
projects as authorized by paragraph 10(g)(1) of

P.L, 99-502,

b. Develop the biennial report requlred by subparagraph
10(g) (2) of P.L., 99~502 to the President and Congross
on Government~wide use of the authorities provided iin

C. Analyze and propose new legislation or other policies
including Governrent-wide regulations on managerent of
technology developed by the Government or with o
Governrent funding, including preparation of the report
to Congress and the President required by paragraph
10(g)(3) of P.L. 99-502. : -




;03.

The Division of Federal Patent Licensing shall:

=3

related to managing technology developed by the

Draft Comrerce regulations as may be necessary to
corply with subsection 11(c) of_P.L, 99-502,

Deveibp and adrinister pdlicies for distributing"
accordance with subsection 13(a) of P.L. 99-502,
Issue, interpret, and maintain regulétions under
P,L. 96-517 and 98-620 on ownership of Governrent .
funded inventions (37 CFR Part 401) and licensing ©
Governmrent-owned inventions {37 CFR Ch.IV).

Interpret and administer Governrent Empldyee Invent
Progranr under E,.0. 10096, including recommendations.

changing the Order if necessary to conforn with new -

leglslatlon.

Work with agencies to help take advantage of the
Statutory Invention Recording process authorized by
P,L. 98~ 622 and develop the required annual report|

- royalty income within the Department of Correrce in

£

or
for

Prov1de advice and assistance to the Director of the

Office of Science and Technology Policy on matters

Government or w1th Federal funding.

Negotiaté agreemenﬁs with Federal laboratories and/
agencies for provision of services related t¢ licen
of laboratory or employee inventions.

Provide services to Federal laboratories and/or
agencies in finding potential licensees, negotiatin
licenseg, and adrinistering licenses 1nclud1ng
collectlng royalty payments.

At'laboratory and/or agency request, file patent
applications, particularly for overseas patents.

Provide training on a reimbursable basis to Federal

agency and laboratory personnel in patent licensing

‘or

sing

g




Inventor
. Walser
2. Wiktor
_ Kamen et al
4. ‘LilleheilKaster
Blackshear et al
6. Detuca
7. Deluca

-1 -

University
Johns Hopkins U.

‘Wistar Institute

Case western‘Res.'

U. of Minnesota

- U. of Minnesota

. of Wisconsin

| =

U. of Wisconsin

~—SAMPLING-OF UNIVERSITY-PATENT L ICENSING. PROGRAMS

~ Invention

Keto-Acid analogs of Amino
Acids for treatment of
uremia o

Ribies Vaccine

Methotrexate Assay.
during Cancer.
Chemotherapy

 Pivoting Disc Heart Valve

Impiantable Infusion Pump

(Constant Infusion of Drugs
-~ for Treatment of Cancer,

Diabetes, Pain, Morphine- -
addiction, etc.)

25-Hydroxycholecaltiferol
for treatment of Osteo-
dystrophy with liver

~ dysfunction

1-Alpha
Hydroxychoieca1c1ferol
for treatment of QOsteo~
dystrophy with Kidney
Dysfunction

Licensee
Pfrimmer of

Germany and Syntex
of U.S. A

Wyeth Laboratories

" Diamond Shamrock

Corp.

ﬁedical, Inc.

Approximate Investment

Millions - Clinical trials
in process. Expected to be

. marketed in 6 mos . in

Europe.

On the market - mi1lfons :

Being test-marketed. |
Production scheduled for
late 1977. HMillions.

Being sold in world-wide
market since 1971. '

- Millions.

Metal Bellows Co.

Rousel-UC]af
(Hoechst)

- and

Upjohn f

Leo Pharma-
ceuticals

Undergoing clinical trials.
$750,000.

Have applied for eQU1valent 7
of NDA in France. :
Approximately $5 million.

About to apply for an
NDA and an NADA. Wiil
spend about $10 million,

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

10.

11.

12.
BERTY

A,

s

-~ Inventor

DelLuca et al

- Fox .

- Heide]berger'.

Fischell.

. Holland

. Pressman

| Higley ..

Ta1bot/Harrison-

' UniverSity

U. of Wisconsin

_Co1hmb1a U,

' U. of Wisconsin

Johns Hopkins U,

Tulane V.

U. of Miami

Natl. Institute
of Scientific
Research

Johns Hopkins U.'

- Lﬂxenzusul-

1, 25-Dehydroxyergocalci-

ferol for Treatment of
{steodystrophy with

L1censee

HoffmanfLaRoche

- Inc.

Kidney and Liver Dysfunction

and Senile Osteodystrophy

Silver Sulfadiazine used

in Treatment of Burns

Use of F4TDR for Herpes
Infections of the Eye

Rechargeable Cardiac
Pacemaker

Method of Reducing Intra-
ocular Pressure in the
Human Eyes (Glaucoma

Treatment)

Application of X-537A in .

the Cardiovascular System

(for stimulation in cardio-

genic shock, congestive .
heart failure, etc.)

Polycarbonate Dialysis
Membranes (kidney
dialysis)

8allistocardiograph
Apparatus

. Marion Labs.,

Kansas City, Mo,

Burroughs Wellcome

Co., Research

Triangle Park, N.C.

Pacesetter Systems
Sylmar, California.

“Cooper Labs.,
Bedford Hills, N.Y.

Hoffman<LaRoche,

Nutley, N.J.

-C R, Bard Inc.,
Murray Hill, N J.

Royal Medical Corp.

Huntsville, Ala.

3 Approximate Investment

About to apply for NDA.
Will spend about $10
million,

Now on market -
Approx. $5,000,000

Approx. $5,000,000
NDA expected by end
of 1977, :

0n market since Feb.
1975 - Approx. $720,000

$2,000,000 - Development -
1ead1ng to NDA is in- o
process and on schedule

 $500,000 to $1,000,000
‘Clinical evaluations

sti11 in progress

- Over $1,000,000. Market
: 1ntroduct1on expected '
~imminently.

Approx. $330,000. Now
on market.
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SAMPLING OF UNIVERSITY PATENT LICENSING PROGRAMS

and Materials . .~ Sherwood Medical others being tested.
. . Industries, St. Louis '
-Mo.; and American
Hospital Supply Corp.,

‘Irvine, California.

" Inventor ~ University ~Invention = ——ticensee Approximate Investment -
: 16. Plotkin - Wistar Institute-  Rubella Vaccine | 1) Wellcome . ~ Approx. millions -
. _ : : ‘ * Foundation Now on market,
' 2) L'Institut : -
L * - Merieux
s ~3) Swiss Serum and :
- Vaccine Institute and others _
: . ‘ _ | (Merck, an Italian firm, etc.} |
- 17. Schaffner/Mechlinski Rutgers”d. Derivatives of Polyene * .. E.R, Squibb of Millions - Clinical trials , ?
I ' - Macrolide Antibiotics U, S. A, progressing favorably |
' ' ' ' and C . ' .
. Dumex —of Denmark [
| 18. Zweig Syracuse U, Apparatus for Measurjng + New Brunswick Millions - On the market ‘
D | - and Controlling Cell . Scientific Co., . . since 1973
Population Density ina  *Inc., of New Jersy ‘
_ ~ Liquid Medium | . |
e, Lovelock Yale U, ‘Gas Analysis- Method “Varian Associaies, On the market
S : , . and Device for the Palo Alfo, Calif.
Qualitative and ' -
Quantitative Analysis of
_ - _ Classes of Organic Vapors. _ _
20. ‘Fried . U, of Chicago ' Prostoglandins for possible Richardson=  several millions - In.
. ot - ‘ “Treatment of Bronchial Merrell, New York, process of development |
Asthma, Duodenal Ulcers, N.Y. ' and testing for marketing .
Y _ _ . . Inflammatory Conditions, etc. o - here and abroad ?
21. Leininger/Grotta ~ Battelle Mémbriai Preparation of Non- ' C. R. Bard, Inc., $107,754 - Some products
et al - Institute. . thrombogenic Surfaces “Billerica, Mass,;  being marketed and
- N o



.."4'..'

Hospital

Alloplastic Tray

Supply

SAMPLING OF UNIVERSITY PATENT LICENSING PROGRAMS
" Inventor University " Invention o . Licensee Approximate Investment
22, Merrifield Rockefeller u. | Apparatus for the . Beckman Instru- o Being marketed s1nce :
o i | - - Automated Synthesis of ments, Fullerton, 1973.
_Peptides California -
23. Smith/Kozoman ~ Duke U, Apparatus and Method Bellco Glass, Inc. $25,000 - Being marketed
- . for Rapid Harvesting of Vineland, New since June 9, 1976
- ‘Roller Culture Supernatant Jersey - '
Fluid o
24. Iweng 'Stanford u. Laser Photocoagulator Coherent Radiation, Approximately $500,000
- : Palo Alto, Cal. - Standard too) of
_ _ ‘ ocphtholmologists
- 25. Sweet et al . Stanford U. ~ Cell Sorter - _Becton-D1ck1hson,-_ Approx. $200,000.
. | . o . Rutherford, New research tool
| - Jersey
" 26. Boyd/Macovski Stanford U. " Computerized Axial S.AJD. ~ Approx. ssoo ooo Wi
. . ~ Tomography Cupertino, Cal.  be marketed soon.
© 27.. Saxena Cornell U. Method for Testing Carter-Wallace - Approx. 1/2 m1111on
for Pregnancy ' On market
. 28. Calnek/Hitchner Cornell U. “Cell-free virus Merck'
. Preparation | |
 29;'Car1son lowa State Respiratory:Augmentor Bourns, Inc. On markef'gincg 1966;
- : ~ with Electronic Monitor : ~sales now in millions.
. . . _ - and Control ‘
30.Leéke/Rappoport Harbor General Bone Induction in an Am. Hospital

Data not available

'Impdrta'g

»



- 31,

- 32.

33.

34.

3.

36.

- 37.

38,

Inventor

Bradford/

'-Williams
Tenckhoff

Leonard et al

Secrist et él '

Aégar

Car]son/Ward

Charlson/
Alhquist

Thom&s

T

University -

u.

u,

‘U'

of Georgia

of_washington

. of I1linois

of I1linois

. of Michigan

of Washington

of Washington

of Washington

N Inyention

Protein'Assay Reagent

and Method

Catheter Insertion

Trocar

Fluorescent Derivatives
of Cytosine- Conta1n1ng

Compounds

Fluorescent Derivatives
of Adenine-Containing

_ Compounds
Partial Denture Alloy

Coherent Biological

Cell Analyzer

Integrating Nephelometer
-and
. Photon-Counting Integrating
Nephelometer '

~ Artery-Vein Shunt

Applique

{icensee

Bio-Rad Labs, Inc;
Quantimetrix Corp.

- Sweden Freezer

Mfg. Co;
Cobe Labs;

Physio-Control Corp;

PL Biochemicals

PL Biochemicals

3M Combany

Battelle Develop—
ment

Battelle Develop-
ment Corp.

 SAMPLING.OF UNIVERSITY. PATENT LICENSINGPROGRAMS .~~~ - |

~ State of Development -

On the mérket since
Apri1_1977

On market

On market
On market

On market

Marketing develdpment..-
in progress.

On market

Being marketed-
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. Holcomb
Dugan =
.:Roelofs

. Whitby

. “Bacaner:

. Whitby

. Bradley

. BUTLER

-6~

Yale University

Temple University .

Corhe]J.Univer51ﬁy

Univ. of Minnesota

Univ. of Minnesota

' Univ.:of Minnesota

Univ. of Minnesota

Purdue Research Fdn.

 SAMPLING OF UNIVERSITY PATENT LICENSING PROGRAMS

Licensee-

Method and Apparatus for

_»Stimu1at10n of Body Tissue

Novel Combosit1ons for
Radiotracer Localization
of Deep Vein Thrombi

- Codling Math Pheromone

Particle Counter

Method for Suppressing
Ventricular Fibri]]ﬁtion

 Aerosol Sampler

Apparatus to Stimulate -
the Bladder

 Hydr0phobic Noncovalent

Binding of Proteins to
Support Materials

* Burroughs
~ Wellcome

Avery Labs, Inc.

Rand Research &
Development Corp.

Zoecon Corp.

Name not avaiiéb]e

Not available

Two licenses,
names not available

- Regis Chemical

State~9£muévelepmen%ﬁéwWMMmmw~¢

On the market since 1973 _

- On market

Licensed in 1977.

On market since 1972,
On market since 1969

On market since 1969 N

On market since 1972

On market since April 1977



" Inventor

Uhivéraitx‘

Invention

Licensee

State of Development

“7 l"

49,

SO:._. -

51;'

52.

53.

55.

56.

57.

Roaenbefg 1
Coller

Kosikowski

Kosikowski -

McLafferty

Kattwinkel et al

Neckers et al

Keith/Snipes
Najjar

Story et al

Mielke

Michigan Sfate-ﬁniv.'

Institute for Cancer

Research

Cornell University

Cornell University

Cornell University

Case Western Reserve

(Univ, of New Mexico

- (Wayne State University

Penn. State Univ.
Tufts University

Uniy. of Georgia

Institutes'of Medical
Sciences '

_Platinum Compounds as

Anti-Tumor Agents

‘Proéess of Viral Diagnosis

 and Reagent (Radioimmuno=
assay)

Antibiotic Test Kit

Process for Milk

- Sterilization

Pregnancy Test

Device for Administering
‘Pressure via Rasal Route

Polymer-based Photosensitizers

BET Antiviral Agent

Therapeutically Useful

. Polypeptides

Macrocyclic Compounds

Template for Ivy Bleeding
Time

~ Sherwood Medical

Possibly Adria,
. Bristol or -
Miles Labs.

Abbot Labs.

On market in late i9f7

Licensed in 1977 (Canada)

On market in U,S.A,

National Patent
Development Corp.

Key Pharmaceuticals
Calbiochem

(Chemical Samples
Company
(Albany International

"Hemakit, Inc.

),,Bacto Strip . On market
De Laval On market
Alpha Laval ' ' '
Carter-Wallace -~ On market

On market since 1975

Being sold for research

‘purposes only at this

~ time :

Development is at
the IND stage

Being sold for research |

purposes only at this
e i

Commercial marketing

expected within the
year

Being sold commercially




State Univ, of N.Y.-,Knee Joint P%oéthesia

“Penn, -State Univ,

‘Univ. of Georgia

g Univ. of Virginia

North Star Res.
Univ. of Michigan
Univ. of Michigan

Univ, of Michigan

Harbor General

Univ. of Virginia

: Inventor  University
38,  Murray/Somerset
59. Vollefownleé/Tyers
60. Volz et al
vl.. Travis/Pannell
62, Schaffner et al Rutgers
63, Kupchan et al,
f 64. Peterson
‘ (Midwest Res.)
65, Juni
-66. Schreiner
67. Craig
'68;' Phillips et al Colorado State
69. .Pariow ' |
_ Hespital
70, Brooker et al.
71, Stoner et al

Univ. of Virginia‘r

Invyention. -

?enn. StaEé%UﬁIVT“WW“Rechargehblewdandiac

‘Rechargeable Cardiac

‘Derivatives of Polyene

* Ansa Macrolide Tumor

Therapy for Calf Diarrhea

-8 .
: Licensee

Howmedica, Inc.

§
|

Intermedics, Inc.

State of Déﬁeldpmeﬁt‘__'

On commercial market since
- 1976

‘Near market

Pacemaker

Pacemaker . : .

Albumin Recovery Method Calbiochem

E. R, Squibb
Macrolide Antibiotics‘

‘Bristol-Myers.
Inhibitor ‘

Blood Compatible Polymers
for Blood Exygenation Devices

Test Kit for the Genmetic Miles Labs
Detection of MicroorganiSms S

Pitch Synchronous Speech Band- Intermédics, Inc:

with Compressor

Hydrophobic Polymer Com- Dentsply, Intl
posite Restorative .

_Nofden Labé,

Male Contraception Method Sandoz, Inc.

Complete Automation of Squibb & Sons
Radioimmunoassay :

A Material for Binding Amalgam gy Dental Co
to Teeth : )

Intermedics, Inc.

Celanese Corp, '

'Béing sold commercially

Research quantities of
albumin isolated by this
method beilng sold to

investigators.

Nearing commercial market

~

In clinical dévelopment

‘Development progressing to
overcome gerious barriers
In process of development.

In process of development . _

In process of develobment'

'NDA under review

In process of development

To be marketed in 1979

Under development
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Practice tips for filing a
' Design Patent
Application

By
~ James Gandy

“Design Patent Practice Specialist




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

form no part of the design. =~




Since the claim 1n 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.




1 Visual Disclosure

The visual disclosure must satisfy the requlrements 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.




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




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(5).




Photographs must be of sufficient quality so that all

details shown therein are reproducible in the printed
patent, 37 CFR 1.84(b)(1).

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
be able to be overcome without introducing prohibited

new matter. 35 U.S.C. 132; 37 CFR T.121(%).




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

l|




{ 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

—claimed-can-be-adequately understood.




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

—drawing or specification of an—application asfiled-will-be
considered new matter. |




Practice Tip —

Use of Broken Lines

If .brdken 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).




N embodiments in an application

Practice Tip — multiple

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. |

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
permitted to provide antecedent basis for any written or

e yistal-amendment to-the disclosure-of other-embodiments.—

MPEP 1504.05 I1. A.
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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 be combined with additional components in
order to practice patented methods.2 The Court
held {1) that the patent exhaustion docirine does
indeed apply to method patents® and (2] that an
authorized sale of an article that “substantiaily
embodies” the patent exhausts a patent owner's
rights under patent law.* The Court attempted to
temper this holding by observing in a footnate
that contract damages may be available to a
patentee even where patent exhaustion operates
to eliminate patent damages.’ This concession

“orivate parties retain the freedom to contract

The Supreme Court decided KSR International
Co. v. Teleflex, inc.! a little more than a year ago.
Since then, the patenting community has watched
to see how the lower courts would interpret the
decision, After all, KSR involved a relatively simple
invention: electronic pedal sensors for computer-
controlled throttles, What would KSR mean for the
patentability of complex inventions in fields such
as biotechnology, medicinal chemistry, digital
communications, and nanotechnology?

s

Ennl

KSR and the TSM 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 prior art, 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

cbmports with Federat Circuit law holding that

e

b

concerning conditions of sale,” wh

conditioned upon a lawful restrictign.®

In the wake of Quanta, patent h
consider carefully constructing the
sale 50 as to limit licensees’ rights
o attempting to limit downstream
rights that flow from the licens
licensees should negotiate royalty
account for the lower value of th
patent rights. In general, then, p
and licensees should consider ree
is and is not "authorized” under
agreement(s),

The Quanta Decision
Quanta seitied a dispute betwee
continued on p. 2

[N —

en that sale is

slders should
conditions of
as opposed
third partizs’
ce, |ikewise,
hayments that
2se restricted
atent holders
jaluating what
their licerse

n a group of

art teachings in a manner that renders the claim
obvious. The TSM test played the qentral role in

KSR's legal drama.

Prior to reaching the Supreme Cduri,_ the Federat

Circuit had reversed the district ":ourt:s finding
that the patented invention was invalid as obvi
ous.2 The defendant's obviousnesstargument had
relied on combining the teachings of two separate
references.® The district court founéi thatt the com-
bination was proper because it wasf $uggestec_l by
the nature of the problem to be solved.* Relying
on the TSM test, the Federal Circuit ruled that
the combination was improper because neither
reference precisely addressed the problem that
the invention allegedly salved,®

The Supreme Court reversed the Federat Circuit,
continued on p. 5




ASK — One Year Later

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 its conclusion, the Court, provided
several additional signposts that indicated
its desire for a more flexible obviousness
inquiry.

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

Second, the Court also considered the
forces driving innovation as important in
the obviousness analysis, stating, "[o]fte_rldt
will be necessary for a court... 10 determine
whether there was an apparent reason fo
combine the known elements in the fashicn
claimed by the patent at issue.? And, “it can
be important to identify a reason that would
have prompted a person of ordinary skill in
the rélevant field 1o comnbine the elements in
the way the claimed new invention does,™?
This sounds a lot like the suggestion or mo-
tivation to make a claimed invention under
the TSM test.

Third, the predictabiiity of a combination
is more central to the ohviousness inguiry
than the source of the suggestion to make
the combination. The Court noted: “wlhena
work is available in one field of endeavor, de-
sign incentives and other market forces can
prompt variations of it, either in the same
field or a differert one. If a person of ordinary
skill can implement a predictable variation,
[the Patent Act] likely hars its patentability. ™!
“A court must ask whether the improvement
is more than the predictable use of prior art
elements according to their established func-

————————

tions. 12 “Predictability” under KSR sounds a
iot like reasonable expectation of success
under the TSM test, '

Fourth, if a combination is “obvious to try,”
then the claimed invention may indeed
be obvious. The Court reasoned: “[wlhen
there is a design need or market pressure
to solve a problem and there are a finite
number of identified, predictable solutions,
a persan 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

not of innovation but of ordinary skill and
common sense.”3 Similarly, the Court ob-
sarved, “[iln many fields it may be that there
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.

KSR and the Federal Circuit

The Supreme Court granted certiorari in
June 2006, and in the following months,
the Federal Circuit began emphasizing a flex-
ible nature of its TSM test. For example, in
the 2006 case of DyStar Textiffarben GmbH
v, C.H. Patrick Co.18, the court emphasized
that the TSM test “is actually quite flexible
and not only permits, but requires, consid-
eration of commeon knowledge and common
sense.”t?

Furthermore, in Pfizer, Inc. v. Apotex, fnc.',
the Federal Circuit abandoned its earlier
requirement that the motivation to combine
must be suggested by the coembined refer-
ences. In Pfizer, the Federal Circuit found
the motivation to combine in a host of refer-
ences that were themselves not part of the
combination asserted againstithe patent.!®
Hence, in late 2006 and early 2007, the
Federal Circuit appeared to pre'efmpt o some
extent the Supreme Court's decision in KSR
by anticipating many of the agpects of the
Supreme Court's decision.

ltis unclear, therefore, whetherithe Supreme
Court's decision in KSR has done much to
change the law of obviousness, Clearly, the
Supreme Courthas eliminatedrthe TSM test
as an absolute threshold-for challenging a
patent as obvious. This is e%pecial!y true
for rigid applications of the TSM test that
required the combined references to sug-
gest the desirability of theirsicombination.
The Supreme Court's decision in KSR has
replaced such rigid appiicatioﬁs of the TSM
test with a perhaps softer focus on the rea-
sons that may drive one of ordinary skill in
the art to the claimed inventién, as well as
the predictability of successfully achieving
it. But this is not substantially different from
the TSM test,

In the following sections, we survey several
cases in which the Federal Gircuit has ap-
plied this new rubric, and discuss how the
Supreme Court’s decision inj KSR may or
may not have affected the result. We divide
our discussion between chemistry/pharma-
ceutical cases and electrical/mechanical
cases,

Chemistry/Pharmaceutical Cases

Takeda Chemical Industries, Ltd. v. Alp-
hapharm Pty., Ltd.29, was onelof the Federal
Circuit's first post-KSR obviolisness cases.
continued on p. 6

on
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ASR — One Year Later

continued from p. &

The invention claimed by the asserted patent
related to novel chemical compounds useful
in the treatment of diabetes.?! In Takeda, the
claim at issue was directed to the compound
pioglitazone, wherein an ethyt group is at-
tached to the 5'position of a pyridyl ring
(see Figure 1). The alleged infringer argued
that the claim at issue was obvious over
the prior art compound b, which included a
pyridyi ring with a methyl group attached at
the 6-position (see Figure 2.

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

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 2
known compound would be “abvious to try”
if one of skill in the art could expect the
meodification 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 a compound
having effectiveness as a diabetic therapy.®®
Thus, the Federal Circuit rejected a specula-
tive “obvious to try” standard, and insisted
on the central role of predictability. The
Court agreed with the district court that
Alphapharm had failed to establish a prima
facie case of obviousness.

In Aventis Pharma Deutschiand GmbH v.
Lupin, Ltd.2?, the Federal Circuit applied
a similar “predictability test” to declare a

patented compound obvious. The patent’s

claims were directed to a purified stereciso- -

mer of a particular compound useful as a
treatment for hypertension.?® 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 & 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
prior art would provide a person of ordinary
skill in the art with reason o believe that this
is 50, the purified compound is prima facie
obvious over the mixture even without an
explicit teaching that the ingredient should
be concentrated or purified.”

In Aventis, the court locked to an analo-
gous series of sterecisomers that Merck
had previcusly 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
sterecisomet primarily responsible for the
activity, and could predictably determine
which stereoisomer in the Aventis mixture
would be responsible for the mixture's drug
activity.3 The court also noted that Aventis
failed to show unexpected results sufficient
to rebut the prima facie case of obviousness.
Thus, the court emphasized predictability,
but went outside of the immediate prior art
to find the reason why the skilled artisan
would select a particular stereocisomer from
the mixture. '

Finally, in Eisai Co. Lid. v. Dr. Reddy’s Labo-
ratories, Ltd.3, the court again considered

Figure 1
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whether there was a reason to make the
claimed compound at issue (rabeprazole)
and predictabiiity in achieving the observed
results in view of a structurally similar prior
art molecule {lansoprazole). Reddy's had
argued that it would be obvious to modify
lansoprazole to arrive at the. structure for
rabeprazole.? Reddy's, however, could paint
to no objective reason why such a modifica-
tion would be desirable.*” In responding to
Reddy’s speculative "obvious to try" argu-
ment, the Federal Circuit again emphasized
that obviousness reguires that any modifica-
tions of known compounds must achieve
predictable results.®® In fact, the Court
suggested that this bar is relatively high for
unpredictable chemicat inventions: “[tlo the
extent an art is unpredictable, as chemical
arts often are, KSR's focus on...'identified,
predictable solutions’ may present a difficult
hurdle because potential solutions are less
likely to be genuinely predictable."*®

Electrical/Mechanical Cases

In recent cases involving consumer electron
ics, the Federal Circuit has embraced a post-
KSR approach to obviousness that rejects
rigid formulae in faver of more fact-oriented
evaluations.*® In Leapfrog Enterprises, Inc.
v. Fisher-Price, Inc.®, the Federal Circuit
noted that the goal of the asseried 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 letler as it is used
in that word.”2 The Court reasoned that
“lalccommodating a prior art mechanical
device that accomplishes that goal to mod-
ern electronics would have been reasonahbly
obvious to one of ordinary sk:iII in designing
chitdren’s leaming 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,*

In the absence of more rigid approaches, it
may now be easier to challenge the nonobvi-
ousness of an invention by combining refer-
ences ta show that the particular invention is
the predictable result of combining familiar
elements in accordance with wellknown
methods.*> In Agrizap Inc. v. Woodstream
Corp.®8, 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 substiuted a resistive
electrical switch for the mechanical pressure

] i ;
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 a strong prima
facie case of obviousness {i.e., favoring
resistive switches over mechanical switches
is not a novel point).*

Application of KSR to Prosecution of
Patent Applications

With the new flexibility for applying the TSM
tast, and the acknowledgement of several
new valid obviousness positions, patent
examiners at the U.S. Patent and Trademark
Office may begin applying 35 U.5.C. § 103
more broadly in the future. However, regard-

less of the permissible level of flexibility in an

obviousness inguiry, the burdenlof establish-
ing a prima facie case of obviousness during
prosecution stll remains squately with the
gXaminer. According to MPEP §§ 2142 and
2143, an examiner seeking ta establish a
prima facie case of obviousnesE must clearly
articulate reasons with ratignal, factual
undetprnings to support the conclusion of
obviousness. Consequently, an.obviousness
rejection from an examiner is subject to at-

tack.on at least two bases. '

First, an obviousness rejectfon may be
overcome if the examiner did not clearly
aﬁicuiate reasons why the claimed invention
logically follows from the teachings of the
cited art. Under MPEP § 2142, concflulsory
or irrational statements are insufficient 1o
establish a pri obviousness.
It also appears that prima facielobviousness
is not established when an exatniner merely
idertifies claim elements scattered among
several references. Rathér, the examiner
must logically establish at least one reason
why a person of ordinary skill inthe art would

be lead to-maodify the cited art to achieve
the claimed invention® |

Second, an cbviousness rejection may be
overcome by establishing that the factual
underpinnings relied on by the examiner
are fiawed or insufficient. Ciearly, an obvi-
ousness rejection cannct be supported by
an examiner’s erroneous interpretation of a
reference. A case of prima fécr'e obvious-
ness is also not established by a summary
of the teachings of a collection of refer-
ences, Rather, the examiner mist support a
conclusion of obviousness by showing how
the references teach or lead{to the claim
elements.5!

Conclusion
In the year since the Supreme:Court issued
its decision in KSR, the lower courts have
continued on p. 8 '
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continued from p. 7
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the jurisprudence surrounding obviousness
will continue fo evolve as courts wrestie

with KSR and s progeny. it seems clea

however,

d. at 1302

d.

-

32.

P

33

f,

d. at 130203.

_

34,

that reasons to make a claimed

35. 533 F.3d 1353 (Fed. Cir. 2008).

as well as predictabitity in suc-
36. Id. at 135758,
37. 1d.

ly doing so,

invention,

f

elements in the obviousness analysis. In

cessfu

have become important

38. Id. at 1359.

39. id.

KSR (and the manner in which

the Federal Circuit appl

that regard

ies it) may not have

40. See Leapfrog Enterprises, Inc. v.

a significant impact on the obviousness

analysis of complex technology.

Fisher-Price, Inc., 485 F.3d 1157,

1161 (Fed. Cir. 2007).

41, 1d.

Endnotes:

1.

42. 1d.

127 S.Ct. 1727

550 U.S.
(2007).
2. Teleflex,

43. d.

44, 1d. at 1163

Inc. v. KSR Int't Co., 119

45. See Agrizap Inc. v. Woodstream Corp.,

285 (Fed. Cir. 2005).

Fed.Appx. 282,

ld. at 286-287.

I

520 F.3d 1337 (Fed. Cir. 2008).

46. Id,

3.

d.

4.

47. Id. at 1344.

48. 1d.

Id. at 288.
K

5.

127 8. Ct, at 1732,

:

SR Int! Co.

6.

49. Id,

d. at 1741,

—_

50. See MPEP §§ 2142-2143.

51. Id.

-

d. at 174041.

d. at 1741.
d. at 1740.

_— = = =

d. (emphasis added).

d. at 1742.
d. at 1732,

140.
11.
12.
13
i

-

4,

, 548 U.S.

Inc.

T

15. KSR Int! Co. v. Teleflex

(Fed. Cir. 2007).

902 (U.S. 2006).
16. 464 F.3d 1356 {Fed. Cir. 2006).

17. 1d. &t 1367,
18. 480 F.3d 1348

19, fd. at 1362.

2

492 F.3d 1350 {Fed. Cir. 20G7).

0.

d. at 1353.

27. 499 F.3d 1293 (Fed. Cir. 2007).

21.
26.

Volume 8, Issug 3, Qctober 2008

§




" EXAMINATION OF APPLICATIONS

Interviews Prohibited or Grant-
ed, Special Situations {R-5]

713.05

~eecpa MPEP § 713, 01

For Satu 7

Except
mitted aft -
applicatio
. Anint¢

first repl
allowabk
. assist api
the pros¢

T~ eaanesting party has authonty to bind the prlnclpal_

713.06

telephone interview with the Office’s file closed and
work solely from the practitioner’s file, which may be
difficult to do over the phone. :

Interviews normally should not be granted unless|

. _erviews in the “Cond”
© ¢ between the filing’
ily and a concluding
meys resident or fref

. area is obvious. For

3, electronic mail, or
may prove valuable.

Offici-
. Or writt
suspeng¢
applica
agent 1
- Inte .
by persous veeo.
character that there is serious question as w
suchi persons are entitled to any information under the
provisions of 37 CFR 1.14. In general, interviews are
not granted to persons who lack proper authority from

L4 I C—

the applicant or attorney or agent of record in the form

of a paper on file in the application. A MEB/
POWER TO INSPECT IS NOT SUFFIC
" AUTHORITY FOR GRANTING AN INTERVIEW
INVOLVING THE MERITS OF THE APPHICA-
TION. '

Interviews are generally not granted to register®d
individuals who are known to be the local representa-
tives of the attorney in the application unless a power
of attorney >or Authorization to Act in a Representa-

tive Capacity (e.g., form PTO/SB/84)< to them is of °

record in the particular application. >See MPEP

§ 405.< Note that pursuant to 37 CFR 10.57(c), a

practitioner cannot authorize other registered practi-
- tioners to conduct interviews without consent of the

client after full disclosure. Furthermore, a practitioner

can not authorize a nonpractitioner to conduct inter-
* views since this would be contrary to 37 CFR 10.47.

While a registered practitioner not of record may
tequest a telephone interview (if the practitioner is
authorized to do so by the applicant or the attorney of

record), it is recommended that a facsimile transmis-
sion of a power of attorney be filed prior to the inter-

view. Otherwise, the examiner will conduct the

‘places great emphasi
ed by the examiner to
‘See MPEP § 408. .|

o

.telephone call, may be
bly quickly-acceptable
1 allowance. If there are
ms, the call might state
qurther telephone elec

LAwans -

tronic maﬂ _v_ N
Jon before dlscussmg the points raised.

I

For an interview with an examiner who does not
have negotiation authority, arrangements ShOljld
always include an examiner who does have such
authority, and who is familiar with the application,jso
that authoritative agreement may be reached at the
time of the interview. "

For attorneys remote from the Washington, .C.
area who prefer personal or video conference inter-
views, the grouped interview practice is effective. If
" in any case there is a prearranged interview, with
agreement to file a prompt supplemental amendment
putting the case as nearly as may be in condition| for
concluding action, prompt filing of the supplemental
amendment gives the application special status, land
brings it up for nnmedmte special action, -

No Inter Partes Questions Dis-
cussed Ex Pairte

713.06

The examiner may not discuss inter partes ques-

tions ex parte with any of the interested parties. |




Norman Latker
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From: Jay Finkelstein

Sent:  Friday, April 04, 2008 10:12 AM

To: Sheridan Neimark; Patent Attorneys
Subject: RE: | need case law

The closest that | found is contained in the following excerpt from an amendment in Binder8Reex:

As stated in In re Kotzab, 55 U.S.P.Q.2D {(BNA) 1313, 1
17, (CAFC, 2000):

Most if not all inventions arise from a combination cof ocld

316~

elements. See In re Rouffet, 149 F.3d 1350, 1357, 47 U.S.P.

(BNA) 1453, 1457 (Fed. Cir. 1998). Thus, every element of a

claimed invention may often be found in the prior art. See
However, identification in the pricr art of each individuall

claimed is insufficient to defeat patentability of the whol

claimed invention. See id. Rather, to establish obviousness:

based on a combination of the elements disclosed in the pri
art, there must be some motivation, suggestion or teaching
the desirébility of making the specific combination that wal
madé‘by the applicant. See In re Dance, 160 F.3d 1339, 1343

0.2D
id.
part

e

or
of

.. 48

U.3.P.Q.2D (BNA) 1635, 1637 (Fed. Cir. 1998); In re Gordon,

733

F.2d 900,:902, 221 U.5.P.Q. (BNA) 1125, 1127 (Fed. Cir. 198
Even when obviousness is based on a single prior art refere
there must be a showing . of a suggestion or motivation to mo

the teachings of that reference. See B.F. Goodrich Co., v.

Aircraft Braking Sys. Corp., 72 F.3d 1577, 1582, 37 U.S.P.Q.

ﬁce;
dify

2D

(BNA) 1314, 1318 (Fed. Cir. 1596).

It is noted that the rejection here under consideration is based
35 USC §102. However, as should be self-evident, and as the CCP
noted in In re Kalm, 154 USPQ 10, 12 (1%67):

Necessarily, a description in a reference which is
insufficient as a matter of law to render a composition of matte
obvious to one of crdinary skill in the art would a fortiori be

insufficient to "describe" the composition as that. term is use

- 4/4/2008

on
A




Full Text of Cases (USPQ First Series)

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 o

Headnotes

PATENTS
[1] Patentability - Invention - In general (§ 51.501)

Under 35 U.S.C. 103 not only are teachings of prior art taken into con5|deratxon but alsg éthe
level of ordlnary skill in pertinent art. _ Cb

[2] Claims — Article defined by process of manufacture (§ 20.15)

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’ glven same
consideration as traditional product characteristics.

Particular Patents

Particular patents—Lamp Coating
Luck and Géiner,’ Lamp Coating, claims 1 to 10 of application refused.

Case History érid Disposition

Appeal from Board of Appeals of the Patent Office.

Application for patent of Russell M' Luck and Gorden C. Gainer, Serial No. 772,439, ﬁ!etié |
QOct. 25, 1968; Patent Office Group 160. From decisicn reJectlng claims 1 to 10, appllca'1ts
appeal. Afﬂrmed

Copyright 2007, The Bureau of National Affairs, Inc. Reproduction or redistribution, in whole or in part, and in any form, without express
written permission, is prohibited except as permitted by the BNA Copyright Palicy. http:/fwww.bna.com/corp/index.htmi#V 1i
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Attorneys:

W. D, PALMER {BLAIRR. STUDEBAKER of counsel) both of Pittsburgh, Pa., for appellants.
S. WM. COCHRAN (FRED E. MCKELVEY of counsel!) for Commissioner of Patents.
Judge: '

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

Page 524

Opinion Text

Opinioh By:

MARKEY, Chief Judge.
This appeal is from the decision of the Board of Appeals, adhered to on reconsideration, '
affirming the rejection of all the claims of appellants’ application, serial No. 772,439, filed

October 25, 1968, for “Lamp Coating,” as unpatentabie under 35 U.S.C. 103 over Pipkin lin
view of Crissey et al. 2and Boyd. 3We affirm.

The Invention

The invention relates to an external coating for an incandescent lamp envelope (e.g. a
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, ¢laim
1 being representative: '

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

{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;

(b) from 0.1% to 10% by weight of said polymethylimethacrylate of an
organofunctional silane having organic functional groups and silicon functional
groups, organic functional groups of said silane reacted with said
polymethylmethacrylate and silicon functional groups of said silane reacted with
the surface of said glass member to couple said polymethylmethacrylate to said
glass member; ' ' 5

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

Copyright 2007, The Bureau of National Affairs, Inc. Reproduction or redistribution, in whole or in part, and in any form, without express
written permission, is prohibited except as permitted by the BNA Copyright Policy. htgp://www.bna.com/corp/imdex.html#V 2
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organic substance which is at least substantially transparent, has a boiling
temperature at atmospheric pressure of at least 250°C,, and is completely soluble !
in said polymethylmethacrylate polymer w;thm the temperature range of from '
-40°C to 170°C.; and

{d) said coating having been affixed to said glass member by applying
thereon a liquid organic soivent having dissolved therein said polymer, said
organofunctional silane and said additive organic substance, and said coated glass
member thereafter being baked. ]

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 embodlmenti,
0.3-3% of component (b) and 5-15% of component (c).

The Prior Art

The primary reference Pipkin discloses glass Iarhp bulbs externally coated with a lacquer;
composition which may be based on methacrylate esters. The coating is applied in a mixture
of organic solvents, the solvents then being removed.

Crissey et al. disclose methylmethacryfate polymer coatings, pigmented or clear, for ceramic
articies, 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 empioyed in
application and removed by air-drying or baking.

Boyd,. though directed to size compositions for glass fibers rather than coatings for light
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 silanes
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 polymer
1-7% and the aqueous carrier 75-98%. _

Page 525

The Rejection

The examiner considered it obvious to modify the basic coating of Pipkin by including the
silane coupler of Boyd to improve adhesion and the plasticizer of Crissey et al. to improve
the physical characteristics of the coating. An affidavit submitted in an attempt to establish
criticality for the upper limit of 10% for the siiane in the present coating was found to b
unpersuasive. Moreover, determination of optimum amounts of silane for a particular

coating was considered within the realm of routine experimentation for one of ordinary skill
in the art.-

(1]

The process limitation set forth in part (d) of claims 1 and 10 was not regarded as

Copyright 2007, The Bureau of National Affairs, Inc. Reproduction or redistribution, in whole or in part, and in any form, without express
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significant with respect to patentability of the claimed article for two reasons. First the
organic solvent vehicle was nolonger present in the product per se and second, an affidavit
purporting to demonstrate the difference between the present coating and a coatlng using
an aqueous vehicle prowded no actual comparisons thereof.

In sustaining, the board agreed that appellants had failed to show that the use of a
somewhat smalier ratio of silane to methacrylate (Boyd using a minimum of 11.4%) was
significant. On reconsideration, the observation was added that “[i]t is a routine matter to
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 ofithe
specification. On the matter of the process limitation, the board stated:

* * * Ingofar as the coated glass is concerned, it is immaterial whether the
coupling agent was carried in water or in an organic solvent, since the carrier is no
longer present in the finished article. In any event, we consider it obvious fo use
an organic solvent, because this is the vehicle in Pipkin-and in Crissey et al.

Opinion

Appeliants rest their case for unobviousness on the amount of silane coupler employed in
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 only to the use of much greater amounts of the
silane in an aqueous vehicle. : '

[1] We cannot accept appellants’ contentions. The function of the silane in improving
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 teachipgs
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 lof
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 |
ascertain the mast favorable proportions for this particular application. No critical upper
limit is established. No unexpected resuit is demonstrated. Hence we find no basis for
patentability in the amount of silane coupler.

[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 CCPA
' , 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 be;
given the same consideration as traditional product characteristics. In the present case,jwe
cannot agree with the Patent Office that the absence of the carrier in the final product
renders the carrier immaterial. The method of application could well result in a difference in
the coated article, regardiess of the fate of the solvent. '

But we do find that the Patent Office has established a prima facie case of obviousness for

Copyright 2007, The Bureau of National Affairs, Inc. Reproduction or redistribution, in whole or in part, and in any form, without express
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the product even with full weight being given to the process limitation. The Pipkin and
Crissey et al. references specifically teach the use of an organic solvent. Hence such a
solvent is an obvious alternative to the agueous carrier of Boyd, no criticality hawng bee
taught by Boyd for the combination of silane and water.

=+

Appeiiants affidavit alleging that the use of an aqueous vehicle would result in an

“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
comparative tests are presented for evaluation. Accordingly, on the record before us, the
process limitation adds no distinguishable characteristic to the claimed product.

The decision of the board is affirmed.

Footnotes

1 y.s. 2,781,654, issued February 19, 1957.
2 1. S, 2,934,509, issued April 26, 1960.
3 U.S. 3,082,183, issued March 19, 1963.

- End of Case -
AOB1ROG7G6
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THE MEDICINE CHEST:
- Non-Obviousness:
Hope at the Board?

“As slated in in re Oetiker, 977 F.2d
1443, 1445 (Fed. Cir. 1992}:
[Tthe examiner bears the initial
burden . . .

BY STEVEN R. LUDWIG,
“PH.D. OF VENABLE LLP

of presenting a prima
Jacie case of unpatentability . . . .
Afier evidence or argument is sub-
mitted by the applicant in response,
© patentability is determined on ‘the
totality of the record, by a prepender-
: ance of evidence with due consider-
IP Today Columnist Sieven Ludwig is o ation to persuasiveness of argument.
U.S. patent atrorney with the law firm of When determining_whether a claim is
Venable LLP in Washington, D.C. Dr. Ob\,;omﬁmom_
Ludwig’s legal practice includes litigating :
and prosecuting pharmaceutical [ -biotech
cases for his clients. He can be reached at
202-344-4690 or via email at sludwig@
venable.com.

i Wx io'r'ls - Jhe teaching
of the prior art. Earﬂg Wada at 7. The
Board 1n X% parte Wada cites KSR at 1741

. A - e
for requiring that “there must be some

. ‘ articulated reasoning with some rational
I[ is almost 2 year since KSR Intl v unﬂerginninﬁ o support the legal concn-

Teloflex Inc., 127 8. Ct. 1727 (2007)  Slonof obviousness.
was decided and [ 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 2 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

hus, one theme found in Board decisions

rejection js that “The Exami ticf
ulated a sufficiept repson why onc skilled if
the art would have modified c art
arrived at the - presently claimed subje
malter.” iz parte Penhasi, BPAL Appeal N
2007-2534 (December 13, 2007). See als
Ex parie Noelle et al., Appeal No. 2008-001§
-(Jan. 15, 2008) and Appeal No. 2007-4358
{Jan. 3, 2008), The Examiner has the burde

of articulating a prima facie case of obviou

™

AT gcof the cf;m Invention — inclnd-

which reverse an Examiner’s obviousness

;’bmﬁ.” The Board inireversing the
< s £y
xaminer states: “Optimization of a known |

Examiner’s intimalion, the miere recognition
that “[tlhe genetic modification of cells has
been routine in the art for some 20+ years”
{Answer 5) does not mean that a persan of
ordinary skill in the arl would will
modify any cell with any gene to

prior art on this record fail tg lead a persgn
of ordinary skill in the artito Appellants
claimed invention. : On s : the
Examiner has failed lo jdentify wgg%
reason why a person of ordinary skill would
‘have been led to combine the teachings of
[the cited art] in the manner set forth in
Appellant’s claimed invention.”

Another reason used by} the Board to
Teverse an Examiner's rejection ts “the
unwitting application of hindsight” which
is inappropriate, £x parte So and Thomgs,
BPAL.2007.3967 (Japuamg 4 2068%=The
o7d in Ex parte So at 5 stated “there is
nothing in the applied reférences which
would have motivated an arfisan to select
this particular ingredient and then use the
gsulting Compahiamem -
& case that | suspect might be cited
fquently in the future is Exparie Athinson
nd Benedict, BPAl Appeal No. 2007-3900
{(December 18, 2007). Here,i the Examiner
uses the common hasis for réjection that it
would have been obvious to dne of ordinary
skill in the art “to optirmize |

the work-

result-effective variable in & given range
is generally obvious, In re Peterson, 3135
F.3d 1325, 1330 (Fed. Cir.% 2003); In re
Aller, 220 F.2d 434, 456 (FCPA 1955),
only when it is reasonably expected that an
improvement will arise in thal yangers

maybe even reversing?

Following the U.S. Supreme Court’s
decision in KSR, Examiners had more
arguments at their disposal‘uto' 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 wes pleased to find that a
few Board decisions, some of which are dis- -
cuseed below, have reversed the Examiners’
obviousness rejections and provided some
guidance and a dose.of optimism to patent

ness and all too often ignores, or neglects,
fulfilling this burder:. o

Another example of an Examiner not
meeling his/her burden is found in Ex parte
Vaster,  BPAI 2008-0141 (December 12,
-2007). Here, the Examiner assumed that
the silicone elastomer of the reference had

certain claimed properties.” However, the
Board {ound that the “Examiner assumes
that the silicone eclastomer of [the cited
art] has the claimed properties . . . .” Th

ficient evidence” this helief.

" Ex parie Fathman, BPAL Appeal No.
2007-4156 (December 11, 2007) dealt
with the obviousness of claims directed to a

ymethod for treating auteimmune disease in
a patienl- Herextje Board harshly rejected
the Examiner’s argsdhents -“Contrary to the

practitioners and applicants,

For example, £x du and Murphy,
BPAL Appeal No. 2007-3733 (January 14,
2008) provides a nice description of what
the Examiner is supposed to do when deter-
mining ohviousness:

22 INTELLECTUAL PROPERTY TODAY MARCH, 2008

Examiner “has not established with suf—x

As a final practice nole, when preparing
an appez! to the Board, it should be argned
to the extent possible, that the claims do
not stand or fall together. A good example
of this strategy being used successfully is i
Lx parte Cohen, BPAT Appeal 2007-43
(December 31, 2007). This cage had a nugh-
ber of claims which were arglfed separatply
and il was held thal the Examiner six poly
did not meet his burden of é_slablishi o a
prima facie case for each and every cfaim
and thus, some of the Examil}er’s obvious-
ness rejections were rt:verse_dj

In sum, it was nice to see after revig

giving practitioners & road map for
ing a favorable appeal. Bottom

appesl! €139
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Umted States: At The Razor s Edge. Prosecutmg And Defendlng Agamst Patent Infrmgement ("Iaims
Post-KSR

22 January 2008 -

Article by Jeanne M. Gllls
KSR QOverview

While commentators might disagree over the magnitude of change, there is littie dispute that the U.S. Supreme Courtls KSR
. Int1 Co. v. Teleflex, Inc., 127 S. Ct. 1727 (2007) (KSK) decision last year has impacted the manner in which plaintiffs and
defendants have approached patent infringement claims. For years, practitioners largely relied on the case law driven
"teaching-suggestion-motivation" (TSM) test in determining whether it was obvious to put together known elements in the art
to meet the asserted claim. The Federal Circuit had likewise long-rejected any "obvious to try" standard. In K5R, the Supreme
Court held that because the Federal Circult applied its own TSM test oo rigidly, the claim "must be found obvuous " The Court
further noted that TSM is a "heipful insight," but "when a court transforms the general principle into a rigid rule that fimits the
obviousness inquiry, as the Court of Appeals did here, it errs."

This decision has and will continue to impact the ability to procure and defend patents on medical devices. The medical device X
arena necessarily involves the use of common elements and companents — such as needles, pumps, and valves. Thus, K5R's

directive to exercise common sense and to afford the person of ordinary skill to art areas outside the medical field opens up K
potential new cbviousness 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 Irttle
fanfare Instead, the Court expounded on several aspects of the obviousness inquiry: (i) Flexibility. The obvtousness inquiry is
n "expansive and flexibie approach" (i) Ordinary Creativity. A person of ordinary skill is also a person of ordmar?
creatlwty, not an automaton,” who will not limit herself to art with the same problem, nor can she be confined to the problem
patentee was trying fo solve; (lii) Obvious to Try: "[T]hat a combination was obvious to try might show that it was obvious
under § 103"; (iv) Predrctabrh!]r The patent must be more than "the predictable use of prior art elements according to their
established functions"; and (v) Design Need/Market Pressure: Products driven by design needs or market pressures —
when there are finite number of identified predictable solutions — are likely the result from ordmary skill, not innovation. In
applying ASR, subsequent courts have quoted these tenets in their findings.

Post- KSR Patentee Win Rates

100

Imthie seven months singe
¥R was decn:led s |mpact
has ‘been felt across many
‘industries, with sorme
industries facmg fougher
challenges than others, as
i:he #rend chart indicates,
post-%SR, there was a
decling in a patentee’s
overall win rate in‘the
subsequent-months -
following KSR, despitea -
brief upward trend: that first
month. :

Percent Patentee Wins

P

* Data from {egalMetric, LLC

Post- KSR Medical Industry Cases

Pofs - o ‘ | 3/14/2008 97
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“a nylon outer layer and a high-density polyethylene (HDPE) inner layer. Regarding these patents, the Court held that the

. The other patent-at-issue in Boston Scientific was directed to methods of forming a fusion bond between a catheter af d a

‘The Federal Circuit also recently vacated a Board of Patent Appeals and Interferences (BPAI) obviousness decision in:fir re

~ BPAI reversed the examiner's finding of cbviousness on claims directed to a methed for inducing antigen-specific T-cell

‘pressure). -

- enforcing or defending patent mfrmgement claims, i '

! &

Nonetheless recent cases in the medlcai technology and medical devices arena show promise for patentees. In BOStOé’I
Scientific Corp v. Johnson & Johnson, No. 02-00790, 2007 WL 2408870 (N.D. Cal. 8/21/07), in denying summary ]udgment of
obviousness on patents directed to catheters, the Court stressed the need to show that the prior art taught the clanmed
invention, and emphasized KSRs directive to look at the Graham v. John Deere Co. of Kansas City, 86 5.Ct. 684 (1966)
(Graham) for secondary considerations of non-obviousness. In Boston Scientific, the first series of patents-at-issue were
directed to a bilayered catheter tube design for balloon angioplasty catheters. The bilayered tube was made by co—extEus:on of

patentee raised a triable issue as to whether the prior art taught the use of co-extrusion to create a bilayered catheter
comprised of HDPE and nylon. Specifically, the patentee presented evidence that it was known that HDPE did not bo d well
with other materials, mctudlng nylon. Jd. at *6. .

balloon with a laser, where the catheter and the balloon have high absorptivity. Jd. Regarding this other patent, the ourt
found there was & triable issue whether catheter-balloon-laser bonding was chvious. While the prior art disclosed a catheter
made from bonding with PET balloons, the patentee proffered evidence that the pricr art bonding was made using ho’c jaws
and solvents. The prior art’s passing reference to laser bonding — as one among eight possible techniques for attachir ga
catheter body to a balloon — thus failed to disclose a reason to try laser bonding, nor did it necessarily imply that laser bonding
was a viable solution. Further, the technological state of laser bonding at the relevant time was unclear. Other prior art
proffered by patentee lndlcated that one skilled in the art would not have considered lasers as a viable method of 1
balloon-catheter bending, and thus there was a triable issue of fact as to whether the relevant prior art taught away from the
use of laser bonding. Jd. at *7-8. Finally, the Court noted that KSR’ affirmance of Gratam "mandated exploration of secondary
considerations such as commercial success, long felt need but unresolved needs, and the failure of others to achieve the
invention." Id, at *8. These secondary considerations also supported denial of summary judgment of obviousness.

In another recent case, NMTMedfcal Inc. v. Cardia, Inc., No. 04-4200, 2007 WL 3454403 (D. Minn. 11/8/07), the Cqurt
declined to accept defendant’s supplemental expert report on obwousness where the defendant argued that the KSR decision
came after its initial expert reports and summary judgment papers were due. The Court observed that authority had already
existed (namely, DyStar Textilfarben GmBH & Co. Deutschiand KG v. C.H, Patrick Co.; 464 F.3d 1356 (Fed. Cir. 2006)) when
defendant submitted its summary judgment papers and thus it could have preserved its obviousness argument for appeal. Id.
at *2, See also Cordis Corp. v. Medtronic Ave, Inc., No. 2006-1393 et af., 2008 WL 60499 (Fed. Cir. 1/7/08) (declined new trial
on obviousness based on pre-KSR jury instruction on-application of TSM test that was not previously objected to).

Suflivan, 2007 U.S. App. LEXIS 20600 (Fed. Cir. 8/29/07). That case involved a patent relating to antivenom composition used
to treat venomous bites from a rattiesnake. The BPAI had affirmed the examiner’s rejection of certain claims as obvious over
two prior art references (that taught use of whole antibodies for use against rattiesnake venom and use of Fab fragments to
detect venom of different snake). The Court of Appeals, however reversed the BPA], finding that the BPAI had failed to give
weight to the rebuttal evidence of record. That rebutfal evidence included expert and inventor declarations on why use of Fab
fragments as antivenoms was expected to fail and how prior art taught away. See also Ex Parte Noelfe, 2008 WL 55123 (the

tolerance where there was no evidence why a person of ordinary skill in the art would purlfy Isolated CD4+ T-cells iniview of o
the ex vivo example using bone marrow in Neelles disclosure). |

On the flip side, there have been several recent BPAI decisions (across many technologies) that have found the alleged
inventions to be unpatentable as obvious, citing KSR favorably. See, e.g., In re Translogic Technology, Inc., 504 F.3d 1249,
1259 (Fed. Cir. 2007) (aff'd BPAI decision of obviousness on claims directed tc multiplexer circuits noting that "obvious variants
of prior art references are themselves part of the public domain™); Ex Parfe Lewis, 2007 WL 4591416 (BPAI 12/31/07) (aff'd
examiner’s obviousness rejection of certain claims involving wireless networks); Ex Parfe Loda, 2008 WL 55121 {BPAI 1/3/08)
(aff'd examiner’s obviousness rejection of claims directed to manitoring a product and providing data to a user where the
combination of references "would have resulted in a predictable solution that would have been within the technical grasp of
one of ordinary skill in the art"); Ex Parte Michaluk, 2008 WL 55122 (BPAI 1/3/08) (aff'd examiner’s obviousness rejection of
claims directed to method of supplying metal material from a suppiier 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 cne of ordinary skill in

. the art” given the "limited number of ways" to achieve the claimed result); £x Parte Yoakim, 2008 WL 55124 (BPAI 1/3/08)

(aff'd examiner’s obwousness rejection of claims dlrected toa sealed beverage cartndge designed to be extracted under

Best practices in Vie'w of KS‘R

Upon consideration of the recent cases, the followmg are best practice I1t|gat|on pointers for plaintiffs and defendants in
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For Plaintiff/ Patentee:

" For D_efendant]AIleQed Infringer:

® Place more reliance on and substantiate secondary
factors (e.g., commercial success, and so forth).
Important to establish a nexus between commercial
success and claimed invention, -

® |Jse experts to raise issues of fact (e.g., reason to
combine, level of skill; and so forth) that require a jury
to demde Many cases post KSR relied heawly on

Establish that the combmatlon of prior art still does not
demonstrate all claim limitations.

® Focus on establishing a lower levei of ordinary skill in

the art, thereby creating a Iower likelihood of a reason

to combine elements.

' Find instances where priar art teaches away from

combining the elements.

® Consider having the patent reexamined prior to
litigation.. If successful, it will be harder to invalidate in
fater litigation. '

- ® Rely on experts tb support theoriest
® Do not restrict the prior art search to references -

designed for solving the same problem as the patent i

allegedly solves.

® 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 claims look for predictable resuls.

® See if the patent specification discloses a purpose thar

leads to a reason for the combination.

® Focus on establishing a highertevel of ordinary skill i
the art, thereby creating a higher likelihood of a reaso
to combine elements.

® Focus obviousness argumems in all three Grafam
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, resultingina -
predictable use,

® Consider summary jidgment motions to decide
obviousness issues. :

® Attack commercial success evidence.

=)

The content of this article is rntena’ed to provide a general guide to the subject mazter. Specialist adwce should be sought about

your specific c;rcumstances.

~ Specific Questions relating to this articie should be addressed directly to the author,

NGl c vou have a question for the author?

‘View Related Articles: .

Non-Payment For Medical Errors: What You Need To Know (Duane Morris LLP)
Riegel V. Medtronic: A Win For Medical Technology {Faegre & Benson LLP)

Pharmaceutical Manufacturers Be Aware {Duane Morris LEP)

QIG Opinion Sheds Light On Patient Discounts {Waller Lansden Dorich & Davis)
Ownership Of Biological Samples And Clinical Data 11: U.S. Supreme Court Denies Certiorari In

The Cataiona Decision (Mcbermott Will & Emery)

Federal Government Continues To Focus On Quality OF Care In The Health Care Industry (Foley &

Lardner)

QIG Approves Prompt Payment Discount Program For Inpatients And Outpatients (Foley &

Lardner)

FTC Issues Approval Of Clinical Integration Model (Strasburger & Price, L.L.P.)
QIG Approves Prompt Payment Discount Arrangement (Duane Morris LLP)
CMS Proposes New Standards For Suppliers Of Durable Medical Equ1pment Prosthetics, Orthotlcs

And Supphes (Foley & Lardner)
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At The Razor’'s Edge

- leanne M. Gills
‘date: Wednesday, Januaryr 23, 2008

KSR Overview

While commentators might disagree over the magnitude of change, there is littie
dispute that the U.S. Supreme Court's KSR Int’l Co. v. Teleflex, Inc., 127 5. Ct. 1727
(2007) (KSR) decision last year has impacted the manner in which plaintiffs and
defendants have approached patent infringement claims. For years, practitioners
largely relied on the case law driven "teaching-suggestion-motivation" (TSM) test in
determining whether it was obvious to put together known elements in the artito
meet the asserted claim. The Federal Circuit had likewise long-rejected any "obvious
to 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." The Court further noted that TSM is a "helpful insight,” but "when a court
transforms the general print:lpie into a rigid rule that limits the obviousness inquiry, as the Court of Appeals d
here, it errs.”

o

This decision has and will contlnue to impact the ablhty to procure and defend patents on medical devices. The
medical device arena necessarily involves the use of common elements and components — such as needles, pimps,
and valves, Thus, KSR's directive to exercise common sense and to afford the person of ordinary skill to art areas

outside the medical fleld opens up potential new obviousness 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”; (il) Ordinary Creativity: "A person of ordinary skill 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 problem patentee was trying to solve; (iii) Obvious to Try: "[T]hat a combination was
obvious to try might show that it was obvious under § 103"; (iv) Predictability: The patent must be more than "the
predictable use of prior art elements according to their established functions”; and (v} Design Need/Market
. Pressure: Products driven by design needs or market pressures — when there are finite number of identified
predictable solutions — are likely the result from ordinary skill, not innovation. In applying KSR, subsequent c:urts
have quoted these tenets in their findings.

Post-KSR Patentee Win Rates

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 patente e 's
overall win rate in the subsequent. months following KSR, despite a brief upward trend that first month. -

Post-KSR Medical Industry Cases

g
F

Nonetheless, recent cases in the medical technology and medical
devices arena show promise for patentees. In Boston Screntrfrc
Corp. v. Johnson & Johnson, No. 02-00790, 2007 WL 2408 70
(N.D. Cal. 8/21/07), in denymg summary Judgment of obvigusness
on patents directed to catheters, the Court stressed the nee’p to
show that the prior art taught the claimed invention, and |
emphasized KSR’s directive to look at the Graham v. John E%eere
Co. of Kansas City, 86 5.Ct. 684 (1966) (Graham) for secondary
considerations of non-obvicusness. In Boston Scientific, the%flrst
series of patents-at-issue were directed to a bilayered catheter
tube design for balloon angioplasty catheters. The bllayeredgtube
was made by co-extrusion of a nylon outer layer and a ?

* pata fram LegaelMetric, LLC high-density polyethylene (HDPE) inner layer. Regarding these

: ‘ patents, the Court held that the patentee raised a triable issue as

to whether the prior art taught the use of co-extrusion to create a bilayered catheter comprised of HDPE and nylon.
Specifically, the patentee presented evidence that it was known that HDPE did not bond well with other materals,

including nylon. Id. at *6.

Parcent Patentes Wins

The other patent—at-issue in Boston Scientific was directed to methods of forming a fusion hond between a catheter
and a balloon with a laser, where the catheter and the balloon have high absorptivity. Id. Regarding this othe'
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patent, the Court found there was a triable issue whether catheter-balloon laser bonding was obvious. While the prior
art disclosed a catheter made from bonding with PET balloons, the patentee proffered evidence that the prior aft
.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 bailoon — thus failed to disclose a reason to try laser
bonding, nor did it necessarily imply that laser bonding was a viable solution. Further, the technological state of laser
bending at the relevant time was unclear. Other prior art proffered by patentee indicated that one skilled in the art
would not have considered lasers as a viable method of balloon-catheter bonding, and thus there was a triablejissue
of fact as to whether the relevant prior art taught away from the use of laser bonding. Id, at *7-8. Finally, the Court
noted that KSR's affirmance of Graham "mandated exploration of secondary considerations such as commercia
success, long felt need but unresclved needs, and the failure of others to achieve the invention.” Id. at *8, These
secondary considerations also supported denial of summary judgment of obviousness, '

In another recent case, NMT Medical, Inc. v. Cardia, Inc., No. 04-4200, 2007 WL 3454403 (D. Minn. 11/8/07),ithe
Court declined to accept defendant’s supplemental expert report on obviousness where the defendant argued that

the KSR decision came after its initial expert reports and summary judgment papers were due. The Court observed

that authority had already existed (namely, DyStar Textilfarben GmBH & Co. Deutschland KG v. C.H. Patrick Co., 464 .
F.3d 1356 (Fed. Cir. 2006)) when defendant submitted its summary judgment papers and thus it could have | <
preserved its obviousness argument for appeal. Id. 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 jury |
instruction on application of TSM test that was not previously objected o).

The Federal Circuit also recently vacated a Board of Patent Appeals and Interferences {(BPAI} obviousness decision in
In re Sullivan, 2007 U.5. App. LEXIS 20600 (Fed. Cir, 8/29/07). That case invoived a patent relating to antivenom
composition used to treat venomous bites from a rattlesnake. The BPAI had affirmed the examiner's rejection of
certain claims as obvious over two prior art references (that taught use of whole antibodies for use against ‘i
rattlesnake venom and use of Fab fragments to detect venom of different snake). The Court of Appeals, however
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 to fail
and how prior art taught away. See also Ex Parte Noelle, 2008 WL 55123 (the BPAI reversed the examiner's finding
of obviousness on claims directed to a method for inducing antigen-specific T-cell tolerance where there was np
evidence why a person of ordinary skill in the art would purify isolated CD4+ T-cells in view of the ex vivo exa nple \
using bone marrow in Noelle’s disciosure). '

(4

at have found th
ic Technology, Inc.,

On the flip side, there have been several recent BPAI decisions {across many technolegies)
alleged inventions to be unpatentable as obvious, citing KSR favorably. See, e.g., In re Trans
504 F.3d 1249, 1259 (Fed. Cir. 2007) (aff'd BPAI decision of ocbviousness on claims directed to Yuultiplexer circuits
noting that "obvious variants of prior art references are themselves part of the public domain"); Parte Lewis; 2007
WL 4591416 {BPAI 12/31/07) (aff'd examiner’s obviousness rejection of certain claims involving wireless networks); L
Ex Parte Loda, 2008 WL 55121 (BPAI 1/3/08) {aff'd examiner’'s obviousness rejection of claims directed to { 3
monitoring a product and providing data to-a user where the combination of references "would have resulted in.a

predictable solution that would have been within the technical grasp of one of ordinary skill in the art"); Ex Paé‘te

Michaluk, 2008 WL 55122 (BPAI 1/3/08) (aff'd examiner’s obviousness rejection of claims directed to method of
supplying metal material from a 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]('ill 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 obwousness rejection of claims directed to a sealed beverage cartridge designed to be

extracted under pressure)

Best Practices in V:ew: ‘of KSR

Upon consideration of the recent cases, the following are best practice'litigation pointers for plaintiffs and defeﬁdants
in enforcing or defending patent infringement claims. :

For Plaintiff/ Patentee: . : ' o

« Place more reliance on and substantiate secondary factors (e.g., commerual success, and so forth). Important to estz blish a
nexus between commerual success and claimed invention.

* Use experts to raise issues of fact (e. g ., reasen to combine, level of skill, and so forth) that require a jury to decnde Many
cases post-KSR relied heavily on expert reports and testimony. : :

at a combination of reference‘“s‘“"y""l’e ds unpredicta El”é’*(‘esmmt;ﬁ

e
«1 Establish that the combination SFEFSFETL still does not demonstrate all claim limitations,

c . EFocus on establishing a lower level of'ordinary skill in the aft, thereby creating a lower likelihood of a reason to combine
elements. ' _ . ; !

¢ Find instances where pr_i'or art teaches away from combining the elements.

¢ Consider having the patent reexamined prior to litigation. If successful, it will be harder to invalidate in later litigation

20f3 | S | - | 314/20089:02 AM
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'For Defendant/Alleged Infringer:’
* Rely on e).<perE to support theories!
+. Do not restrict the prior art search o references designed for solving the same problem as the patent all.egedly solves.
* 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 ob\nous solution as encompassed by the claimsg look
for predictable results, .

* See if the patent specnflcatlon discloses a purpose that leads to a reason for the combination. _
* Focus on establishing a higher level of ordinary skill in the art, thereby creatmrl:j a h|gher I|kel|hood of a reason to comI:ine
elements.

¢ Focus obviousness arguments in all three Gr'a_ham factors.

+ Argue against presumption.of patentabi'lity hecause patent prbsécuted under rigid TSM test.

* Determine whether a known and obvious technique was used to improve a device, resul_t'tng in a predictable use.

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

ipFrontline, IP200 and PatentCafe are trademarks or registered trademark of PatentCafe.com, Inc.
© Copyright 1996-2005 PatentCafe.com, Inc. All Rights Reserved
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Inre lew "New Matter and "Pos_session“ Requirements

Harold Weaner - o : . :

date: Friday, November 30, 2007 ) T
Today iﬁ In re tew, __ Fed Appx. __ (Fed. Cir. 2007)}{Gajarsa, 1.}, the court
continued the misunderstanding of 35 USC § 132 “new matter” and its relationship to
the 35 USC §112, | 1, “written description” requirement. .

The 1952 Patent Act as drafted - and today under 35 USC § 112, 4 1 - contains no
“written description” requirement, per se. Rather, the “written description” language
of the statute refers to the provision of an enabiing disclosure - the sole obJectlve

disclosure 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 whé;c 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 rejection: Examlners

obviously - an original clalm Is part of the application as filed and never could be subject to a new matter question,

Sav—

In the 1990's, panels of the court judicially created a “possessmn” reqmrement 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 have
collectively been registered as patent attorneys and then served on the Federal Circuit for more than 100 yea §s afl
having been registered before the 1960's first maodification of the practice. Yet, Noelle and the “possession” line of -
case law is blended together with a discussion of “new matter”.

ipFrontline, TP200 and PatentCafe.are tradernarks or registered trademafk of PatentCafe.com, Inc.
© Copyright 1996-2005 PatentCafe.com, Inc. All Rights Reserved
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. their industries. In many cases, these individuals have received a patent of dubious validity, often with overly broad
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I$ the Jaffe/Lerner Analysis of Patent Law Correct?

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

In response to my article concerning the book "Innovation and Its Discontents!, 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, which

review comprised 20 pages and 92 footnotes, i

In the context of my article, I was illustrating favorable reviews of the Jaffe/Lerner

book which had appeared in the intellectual property literature. The Dreyfuss review ;
is not wholly a favorable review. On the cne hand, the Drayfuss review states that
"Adam Jaffe and Josh Lerner have given us a wonderfully timely book -- and also one
that is beautifully executed,” perhaps not the sort of thing Prefessor Field had in mind when he wrote in IPFrontline. :

The Dreyfuss review has some interesting lines {e.g., [The Jaffe/Lerner book] "uses as examples patents on
inventions that are accessibie to even the congenitally innumerate--the ubiquitous peanut butter and jelly .
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 policy abreast
with. deveiopments at the technological frontier,

I have commented on the Preyfuss review elsewheré "Rochelle Dreyfuss on Jaffe/lLerner Innovation and its
Discontents" In the following, I will include some issues not raised by Professor Dreyfuss.

1. Why do we have a patent system?

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 |5 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 technelogical progress, [page 23] The patent system may involve techno1ogy,
peopie, and laws and regulations, but the patent system is about DISCLOSURE OF INFORMATION. In return far
disctosing information which meets the reguirements 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 disciosure of useful, novel, and nonobvious things whlch are not of commercial vaiue. However, merely because
an invention is not commercaa!ly successful does not mean one should build a repository of information of thi i<_:|s;
which are not useful or not novel or are obhvicus. Thus, even when Jaffe and Lerner reject the "rational |gnor’i§1ce

approach of Lemley at pages 174-175, they do not place any value on having an accurate repository of inforration

["We agree with Lemley that it would be inefficient to provide thorough examination for all applications at the icurrent
rate of patent application. We disagree, however, that the current situation is acceptably efficient."] Jaffe and Lerner
are more concerned with the economic disadvantage of bad patents then of the economic advantage of good patents.
["The intangible cost of a system with pervasive low-quality patents is much higher than just the cost of paying
lawyers to fite and defend patent cases."]

It is difficult to analyze the validity of a book which does not acknowledge the fundamental purpose of the patent
system. ;

IL. Did Jaffe and Lerner make their case about recent bfobiems?

The thesis of Jaffe and Lerner is that two recent changes in the patent system have created current problems, At

page 2, since 1982, the U.5. Congress made two adjustments in the way the patent system operates: creating the

Court of Appeals for the Federa! 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 in patent _
policy since 1836. ;

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 Shafty 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
Shockley, Bardeen, Brattain} and the invention of the integrated circuit (and the inventors Noyce and Kiiby) are
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. Patent trolls 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
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" For example, at page 20, The patent office has therefore found it difficult to attract and keep highly skilled -

claims. p. 15], but there ié no mention of the Selden patent or the Ford litigation.

'http://www.ipﬁontlme.éonﬁprintterr }élate.asp?id=14226

Even when. some history. is presented, the discussion is flawed. Jaffe and Lerner refer to Edison and the light bulb in

the following way: Edison was granted the basic patent.on incandescent lighting in 1880. Now, surely Edison's |

invention was about as novel as they get. [p. 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 Court]

(unmentioned by Jaffe and Lerner) and rights to earlier patents on light bulbs later bought by Edison. LOOK HERE for

_ Edison as a Patent Troli, or Where is California Going in Stem Celi Research? Jaffe and Lerner get the story of t
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 id
for aircraft. But the Wright brothers refused to license anyone, and engaged in protracted litigation with a num
designers.” : : . \ .

First, one notes that the Wrights did NOT refuse to license; they sought a royalty which many deemed too muc
Second, at all times, the Wrights did NOT litigate against people who experimented with designs that might inf
their patent claims. They only went after people who sought to make money by infringing their patent claims. ]
and Lerner enter the land of make believe when discussing the later patent pool: "The rapid development of

numerous different aircraft concepts in the years after the establishment of this 'patent pool' suggests that the ‘

he
gas
ber of

h.
ringe

Jaffe

unwillingness or inability of the inventors to cooperate with their technological followers temporarily retarded t51e
development of technology." Because this fanciful view of history later infected intellectual property discussions, on

stemn cells at CIRM, one shouid note a more accurate history. LOOK HERE for. Patent thickets and the Wright Bri

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 Orviile Wright had sold his interests, so the "inventors” were out of the picty
disgusted with the patent system. ' :

others
y
re and

By ignoring and/or inaccurately depicting the past, Jaffe and Lerner did not make their case aboﬁt présent problems

being of recent origin. . .
II1. Bad patents

The theme of "bad patents” appears frequently in Innovation and Its Discontents.

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.

at page 22, The patent office has been granting patents on old ideas because it has Inadequate examination

resources and also because it is not very good at finding information about the relevant existing technologies, .

particularly in new, fast-moving technological fields. _ :
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:

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 response

to an initial rejection by the PTO, in many cases this is counted as a fresh application. Fully ene-quarter of the :

seemingly new applications are actually refilled rejected filings (more technically known as continuations), which

means that the success rate is considerably higher. Because of ambigulties about the exact circumstances

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 a very large fraction of applications are ultimately issuing.

Besides grant rates, there is another form of evidence for declining US patént guality that can be derived from
internationa!l comparisons. Dominique Guellec and his colleagues at the Organisation for Economic Cooperatiop

and

Development (CECD) in Paris have been integrating data on patents granted by the U.5. PTO, the European Patent

Office and the Japanese Patent Office.
And at page 143;

The OECD calculations indicate that the number of importaht inventions o'riginating in the United States incresgéed by
51% between 1987 and 1998. By comparison, the number of successful applications to the USPTO by US inventors

H

increased 105% over the same period. If the examination standards in the United States were not changing, we

might expect successful applications in the United States by US inventors to grow at about the same rate as aur

measure of internationally important inventions originating in the United States. The fact that the growth in |
successful PTO applications was, instead, twice as large as the growth of international families is hard to explai

nin

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 challenges to the methedology which produces grant rates in

excess of 100%, first by Robert Clarke (not "George" Clarke as referenced by Jaffe and Lerner}, and later by this
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affe/Lefner Analysis of Patent Law Correct?

* rate numbers in Innovation and Its Discontents, one notes a March 2006 editorial in the Wall Street Journal wh

_iV. Bad proofing

author, at 86 JPTOS 568, 88 JPTOS 239 and 88 IPTOS 726. Although Jaffe and Lerner were a bit vague about

was more specific: The editorial "Patently Absurd™ (Al4, March 1, 2006} depicts an out-of-control Patent Office
approving almost 90% of submitted applications and a powertess court system constrained by a "clear and
convincing evidence” standard. Of the OECD work, one notes that there can be many reasons, other than decli
standards, to account for a change in a rate of growth, :

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

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

hﬁp://www.ipfroﬂtline.com/pﬂntter.1plate.asp?id=14226

grant
ich

nlng

The CAFC has intérpreted patent law to make it easer [sic: easier] to get patents, easier to enforce patents against

others, easier to get large financial awards from such enforcement, and harder for those accused of infringing

patents to challenge the patents' validity. The new orientation of the patent office has combined with the court

interpretations to make it easier to get patents. [p. 2}

s legal

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. [p. 142]

true opportunity to prove invalidity before open-mined [sic] re-examiner. [p. 206]

In addition to citing to "George" Clarke Jaffe and Lerner repeatedly misspelled the name of (later revnewer) Rncheile

Dreyfuss. (for example, notes 33 and 67 refer to "Dreyfus".)

V. Good guys and bad guys

The intellectual property world of Jaffe and Lerner is populated by good guys and bad guys. At pages 35-37, laffe

and Lerner identify both Qualcomm and Biogen as companies that use patenfs in appropriate manners. However, 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.5.P.Q.2D
1508 {CAFC 2004), wherein Biogen and Idec were fighting over discoveries made with federal fundlng SEE HE

and HERE : I

RE

Rambus is targeted by Jaffe and Lerner as a company that engaged in an extended campaign to abuse the pa‘éent '

system, in large part because of its attempts to patent industry standards. [p. 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.
Rambus had sued Infineon asserting lnfrlngement claims of four of its patents U S. Patent Nos

5,954,804 (based on a divisional of application Ser. No. 08/710,574, filed Sep. 19, 1996, now abandoned, whijch is a

continuation of application Ser. No. 08/469,490 filed Jun. 6, 1995, now abandoned, which is a continuation of]

application Ser. No, 07/847,961 filed Mar. 5, 1992, now abandoned which Is a divisional of application Ser. N':a.

07/510 898 filed Apr 18, 1990 now abandoned),

5,953,263 (based on a continuation of Ser. No 08/798,520 filed Feb 10, 1997, now U.5, Pat. No. 5,841,580,
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]
division of application Ser. No. 08/222,646, filed on Mar. 31, 1954 (now U.S, Pat, No. 5,513,327); which is a

 which

continuation of application Ser, No..07/954,945, filed on Sep. 30, 1992 (now U.S. Pat. No. 5,319,755); whichiis a

continuation of application Ser. No. 07/510,898, filed on Apr. 18, 1990 now abandoned)),

6,034,918 (based on a cbntinuation of application Ser, No, 09/196,199, filed on Nov. 20, 1998 (still pending)
is a continuation of application Ser. No, 08/798,520, filed on Feb. 10, 1997 (now U.S. Pat. No. 5,841,580); wh

which
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 division

of application Ser. No. 08/222,646, filed on Mar. 31, 1994 (now U.S. Pat. No, 5,513,327); which is a continuat

ion of

application Ser. No. 07/954,945, filed on Sep. 30, 1992 (now U.S. Pat. No. 5, 319 ,755); which is a continuation of

application Ser. No. 07/510,898, filed on Apr. 18 1990 now abandoned), and

6,032,214 (based on a continuation _of application Ser. No. 08/979,127, filed Nov. 26, 1997, now U.S. Pat. No.

5,915,105, which is a continuation of application Ser. No. 08/762,139, filed Dec. 9, 1996, now U.S. Pat. No.

5,809,263, which is a continuation of application Ser. No. 08/607,780, filed Feb. 27, 1996, now abandoned, which is

a continuation of application Ser. No. 08/222,646, filed Mar. 31, 1994, now U.S, Pat. No. 5,513,327, which isla

continuation of application Ser. No. 07/954,945, ﬂed 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 abandonad.). ;

In turn Infineon counterclaimed for fraud under Virginia state law, based upon Rambus's non-disclosure to the

JEDEC

of its patents and patent applications related to the SDRAM and DDR-SDRAM standards. The reversal by the GAFC 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 and
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Lerner Wrote tnat the ruling on the fraud claim indicated that the judicial deck is stacked in favor of patentees (p.
74), it's difficult to see how interpretation of state law has anything to do with pro- or anti-patentee behavior by the
CAFC.

To seek "anti-patentee” behavior by the CAFC, one need ook no further than pre-Supreme Court decisions in the
Festo saga, but; in this, one notes that assigning simplistic global labels 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:

A settlement betWeen Rarnbus and Infineon was announced in March 2005.

Atpage 69 of Innovation and Its Discontents, in the context of a dlscu55|on of the Rambus case, Jaffe and Lérner
presented a somewhat misleading discussion of divisional applications. The authors suggest that the filing of
divisional applications allows the applicant to shape its patents according to evolving circumstances. In reality,
divisional applications arise as a result of restriction requirements, issued by the Patent Office, forcing the applicant
to break-up the initial claim set into separate claim sets, presented in different applications. Divisional applications
can be filed 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 evolving ¢ircumstances. [See also 4 CHI,-KENT J. INTELL, FROP.
108 and 88 JPTOS 743.] . :

ipFrontline, [P200 and PatentCafe are trademarks or registered trademark of PatentCafe.com, Inc.
© Copynght 1996-2005 PatentCafe.com, Inc. All nghts Reserved

tofd . - ' : - : ‘ 3/14/2008 9:03 AM




1of2

-iay.com - Intellectual Property Today - U.éing KSR to Overcome...

Home |rlssue's | News | Classified | Jobs | Repbrts | Poster | Subscribe | Links | Contact | RFC Express

Usih'g KSR to'Overc':ome an Obvioushess Rejéction

By Mark Nowotarski of Mairkets‘, Patents & Alliances LLC

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

KSR vs Teleflex is turning out to be a surprisingly powerful tool for helping patent practitioners
persuasively argue that their ciients” 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 KSR just as often when it reverses an
examiner as when it affirms an examiner, Apparently, the more fiexible approach of KSR cuts both
ways.

There has been a tremendous concern amaong 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 Int1v. Telaflex 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 CAFC rendered its Leapfrog decision stating, “Indeed, the common sense of
those skitled 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)

Fortunately, the recent decisions of the BPAL 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.luspto.gov/go/dcom/bpai. They can also be text searched through Google using the search
string “site:www.uspto.gov/go/dcom/bpai” plus a key word or j)hrase, stich 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 is historical rate of reversals on obviousness rejections despite
KSR. In the two months (March, Aprii 07} immediately prior to KSR, for example, the Board found in
favor of at least one claim of the applicant (i.e. examiner “reversed” or “affirmed in part”) 34% of
the time. In the two months {May, Jun_e'O'?) 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 backiog at the Board. These statistics could change, therefore, as both practitioners and
examiners adapt their arguments to KSR requirements.

The Board seems to be using KSR citations in its reversals primarily to-emphasize the necessity
for an examiner to first make a proper prima facie case of obviousness before rejecting a claim.
75% of the reversals were basﬁm clalm or
failure of the examiner to artlculate an '- juate rationale for COMBIAMG the Prior art 1o Heeam the

1. “There is no evidence or suggestion in
Appeal 20071460, Decided May 29, 2007

“www.Beaml.aw.

of such a configuration” Ex Parte Katoh et al, %
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2. “Further, the Examiner has not provided any evidence that it was conventional in the art to " Ex Parte Owlett,
Appeal 20070644, Decided June 20, 2007

3. “We determine that the Examiner has not provided a sufficient reason or explicit analysis of why the disclosures of the :
_ references should be combined. % Ex Parte Erkey et al, Appeal 20071375, Decided May 11, 2007 ‘ :
4. “We find no suggestion to combine the teachings and suggestions of __ and ___, as advanced by the Examiner,
except from using Appellants’ invention as. a template through a hindsight reconstruction of Appellants’ ¢laims.” Ex
Parte Crawford et al, Appeal 20062429, Decided May 30, 2007

The Board is repeatedly cntmg KSR as |t, in turn, cited In re Kahn. ) e : ‘ b ) ]
' *[R]ejections on obviousness grounds cannot be sustained by mere conclusery statements; instead, there must,
- S be some articulated reasoning with some rational underpinning to support the legal conclusion of ebviousness.” .
L]
L}

(In re Kahn, 441 F. 3d 977, 988 (CA Fed. 2006) cited with approval in KSR)

This citation should be a powerful tool for practitioners and valuabie 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 these
cases includes:

*In the instant case, we conclude that a person of ordinary skill in the art having common sense at the time of the
invention would not have reasonably looked to to solve a problem already solved by " Ex Parte Rinkevich
et al, Appeal 20071317, decided May 29, 2007 o

"Therefore, we conclude that an artisan having common sense at the time of the invention would not have reasenably,
" considered embedding a within an existing in the manner suggested by the Examinet.” Ex
Parte Green, Appeal 20071271, decided June 12, 2007

1.

The Board cites KSR in these decisions as follows:

“{a] factfinder should be éware, of course, of the distortion caused by hindsight bias and must be cautious of _¥
argument reliant upon ex post reasoning.”

and . : . ' i'

“[rligid preventative rules that deny factfinders recourse to common sense, however, are neither necessary
under our case law nor cons:stent with it.” KSR Int’l Co. v. Teleflex Inc., 127 S, Ct. 1727 82 USPQ2d at 1397

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

The KSR versus Teleflex decision has been a wakeup call te many patent practitioners. The USPTO’s Board of Patent
Appeals and Interferences is citing KSR in close to 60% of its obviousness decisions. The overall reversal rate, howevi.er, has
dropped only a little. The Board is citing KSR in its reversals to empﬁw-? case for prima facie obviousness
st jncid tlons to combine l:hat are artlced reasonmg with some rafiona underplnmng Unsupported
asg:g% Qns.ARRORkAdequate. The Board 18 8150 CIting KSR to reBut prima facie cases of obviousness where “common sense”
di s*that the claimed invention was not obvious. This is a new consideration that both examiners and practitioners will
have to incorporate into their practices.’
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Sheridan Neimark -

Monday, June 04, 2007
KSR and the BPAI: Analysis of Appeals for May, 2007

Over at the Fire of Genius blog, Joe Miller has been tabulating post-KSR decisions from the CAFC, thé d{strict
courts and the BPAI (link) . Now that-we have passed the one-month anniversary of KSR, how have Appellants
fared at the USPTO? - .

Not so hot. For the month of May, Examiners have enjoyed a 64% affirmance rate on obviousness reject ons.
- The following list was made after reviewing 45 reported cases from the BPAI through May 29, 2007:

32 Appeals affirmed:

Ex parte Teng, 2007 WL 1378835 (BPAI May 10, 2007) (No. 2007-0954, Tech. Ctr. 2100)
EXx parte Askeland, 2007 WL 1418543 (BPAI May 14, 2007) (No. 2007-0960, Tech. Ctr, 2800)
EXx parte Jha, 2007 WL 1433429 (BPAI May 15, 2007) (No. 2007-0708, Tech. Ctr. 2100)

" Ex parte Toyoyama, 2007 WL 1433430 (BPAI May 15, 2007) (No. 2007-0803, Tech. Cir. 2800}
Ex parte LeRose, 2007 WL 1433432 (BPAI May 15, 2007} {No. 2007-1289, Tech. Ctr, 2100)
Ex parte Almog, 2007 WL 1451798 (BPA! May 15, 2007) (No. 2006-2968, Tech. Ctr. 1700)

Ex parte Valiulis, 2007 WL 1451799 (BPAI May 16, 2007) (No. 2008-3003, Tech. Ctr. 3600)
Ex parte Amigh, 2007 WL 1451803 (BPAI May 16, 2007) (No. 2007-0485, Tech. Ctr. 1700)

Ex parte Mihalos, 2007 WL 1451806 (BPAI May 16, 2007) (No. 2007-1390, Tech. Ctr. 1700)
Ex parte Cohen, 2007 WL 1460347 (BPAI May 17, 2007) (No. 2006-2886, Tech. Ctr. 2800)

Ex parte Inala, 2007 WL 1460346 (BPAI May 17, 200?) {No. 2007-0221, Tech..Cir. 2100)

Ex parte Eiman, 2007 WL 1460351 {(BPAI May 18, 2007) {No. 2007-1204, Tech. Ctr. 3700)

Ex parte Roseth, 2007 WL 1460343 (BPAI May 18, 2007) (No. 2006-3311, Tech. Ctr. 3700)
Ex parte Cheung, 2007 WL 1460349 (BPA! May 18, 2007) (No. 2007-0717, Tech. Ctr. 2100)
Ex parte Shin, 2007 WL 146035 (BPAI May 18, 2007) (No. 2007-0002, Tech. Cir. 1700)

Ex parte Mangold, 2007 WL 1511937 (BPAI May 21, 2007} (No. 2007-0088, Tech. Ctr. 1700)
Ex parte Zimmerman, 2007 WL 1494282 (BPAI May 22, 2007) (No. 2007-1308, Tech. Ctr. 3600)
-Ex parte Lacasse, 2007 WL 1522947 (BPAI May 22, 2007) (No. 2006-28186, Tech. Ctr. 1700) .
Ex parie Atwood Mobile Prods., 2007 WL 1511938 (BPAI May 23, 2007) (No. 2007-0128, Reexamination
No. 90/006, Pat, No. 5,573,648, Tech. Ctr. 1700)

Ex parte Garelli, 2007 WL 1511955 (BPAI May 23, 2007) (No. 2007-1922, Tech. Ctr. 1700)
Ex parte Paulus, 2007 WL 1511948 (BPAI May 23, 2007) (No. 2007-1104, Tech. Ctr. 2800)
Ex parte Higashi, 2007 WL 1511945 (BPAI May 23, 2007) (No. 2007-1004, Tech. Ctr, 1700)
Ex parte Van Den Bergh, 2007 WL 1511943 (BPAI May 23, 2007) (No. 2007-0835, Tech. Ctr. 2800)
Ex parte Lee, 2007 WL 1511941 (BPAI May 23, 2007) (No. 2007-0642, Tech. Cir. 2600)

Ex parte Goto, 2007 WL 1522956 (BPAI May 24, 2007) (No. 2007-0693, Tech. Cir. 1700)
Ex parte Pisarsky, 2007 WL 1522961 (BPA! May 24, 2007) (No. 2007-2005, Tech. Ctr. 3700)
Ex parte Capoccia, 2007 WL 1522959 (BPAI May 24, 2007} (No. 2007-1365, Reexamination No. 80/006,
Pat. No. 6,289,548, Tech. Ctr. 1700)

Ex parte Brookshire, 2007 WL 1537599 (BPAI May 25, 2007) (No. 2006-2311, Tech. Ctr 3600)
Ex parte Rafal, 2007 WL 1537602 (BPAI May 25, 2067) (No. 2006-3144, Tech. Ctr. 2100)

30. Ex parte Clark, 2007 WL 1537609 (BPAI May 25, 2007} {No. 2007-0561, Tech. Ctr. 2800)

- 31. Ex parte Swanson, 2007 WL 1537613 (BPAI May 25, 2007} (No. 2007-1765, Tech. Ctr. 1700)
32. Ex parte Hubacek, 2007 WL 1537606 (BPAI May 25, 2007) (No. 2007-0127, Tech. Cir, 1700)

[R5 N WL (NI W UU WL W W e
CONFOHRWNS,ODOONDO W=

NMNNNNRNRN
Dok ®N—O

)
e

[
wom

| 9 Appeals Reversed

3/14/2008




Ex parte Kalliokulju, 2007 WL 1378833 (BPAI May 10, 2007) (No. 2007-0834, Tech. Ctr. 2100)
Ex parte Erkey, 2007 WI. 1406641 (BPAI May 10, 2007) (No. 2007-1375, Tech. Ctr. 1700)

Ex parte Umberger, 2007 WL 1451804 (BPAI May 16, 2007) (No. 2007-0965, Tech. Cir. 2100)
Ex parte Mayer, 2007 wi.1522953 (BPAI May 16, 2007) (No. 2007-0403, Tech. Ctr. 3700)

Ex parte Napolez, 2007 WL 1460353 (BPAI May 18, 2007) (No. 2007-19186, Tech. Ctr. 3600)

Ex parte Bodin, 2007 WL 1481832 (BPA! May 21, 2007) (No. 2007-0257, Tech. Ctr. 2100)

Ex parte Diehi, 2007 WL 1522949 (BPAI May 24, 2007) (No. 2007-0125, Tech. Ctr. 1700)

Ex parte Katoh, 2007 WL 1540192 (BPAI May 29, 2007) (No. 2007-1460, Tech. Ctr. 3600)

Ex parte Rinkevich, 2007 WL 1552288 (BPAI May 29, 2007)-(No. 2007-1317, Tech. Ctr. 2100)

CoNOOR®N >

4 Appeals Reversed-in-Part, Affirmed-in-Part

Ex parte Fokken, 2007 WL 1540195 (BPAI May 16, 2007) (No. 2007-1565, Tech. Ctr. 1700)
Ex parte Blanchard, 2007 WL 1460352 (BPAI May 18, 2007} (No. 2007-1364, Tech. Ctr. 3700)
Ex parte Ratcliff, 2007 WL 1494281 (BPAI May 22, 2007} (No. 2007-1302, Tech. Ctr. 2100)
Ex parte Notte, 2007 WL 1484275 (BPAl May 22, 2007) (No. 2007-0563, Tech. Cir. 2100)

o=

Thus, Appellants have managed to overturn obviousness rejections in only 36% of the Appeals decided i

Notably, 2 of the affirmed 103 rejections were from reexamination requests (Ex parte Atwood Mobile Prog

Parte Capoccia) .

As Joe previously noted, the Board has overwhelming'ly attached itself to the "precise teachings" and "inf

and creative steps" language used in the KSR decision:

“[Alnalysis [of whether the subject matter of a claim is obvious] need not seek out precise teaching

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.”

In cases where the rejectlons were reversed, combinations were rejected by the Board when they were a

with "common sense.” For example,

From these facts, there is no apparent reason to provide any phase change material {cooling
medium), much less a phase change material having a different melting point, between'two
insulation layers. To do so would run counter to common sense of a person of ordinary skill in the
art and the purpose of using the phase change material since the insulation layers wouid prevent
the phase change material from performing its desired cooling function. Thus, contrary to the
Examiner’s contentions at page 4 of the Answer, we determine that a person having ordinary skill
the relevant art would not have been led to the claimed subject matter within the meanrng of 35
U.8.C. § 103. (Ex Parte Mayer). -

Ine one case, the Board found that the Examiner relied on impro'per hindisght reasoning in formulating th
rejection:

"Iin the instant case, we conclude that a person of ordinary skill in-the art having common sense at
the time of the invention would not have reascnably looked to Wu to solve a problem already solve

-by Savill. Therefore, we agree with Appeliants that the Examiner has impermissibly used the insta
claims as a gwde or roadmap in formulating the rejectron Ex parte Rinkevich (emphasis in the
orlg:nal)

in a few cases {(Ex Parte Jha, Amigh, Mayer), the Board relied on the CAFC Dystar and Alza decisions fo
proposition that the obviousness test was "flexible” and "motivation need not be found in the references s

be combined, but may be found in any number of sources, including common knowledge, the prior art as
or the nature of the problem ltself "

In one interesting case, the Board affirmed the rejecﬂon despite a 1.132 declaratlon that argued unexpec
results (Ex Parte Hubacek)

s TO view individuat decisions, see the USPTO e-FOIA page (link). Decisions may be searched by i
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name, appeal no., application no., etc. Since the PTO severs these links after a shor’t while, there was little
reason {o link each of the decisions in this post. :
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tions. of U.S. chemical companies has
magnified the changing pattern of capital

spending within the U.S. At home, the'
parent chomical companies "spending still . .

went up in 1976 from 1975 bui only in line
with inflation, according to. Commerce
and C&EN surveys. For 1977, capital
sp_endmv surveys show a decline in

" planned -increases in a level probably

below inflation (C&EN, March 14, page
9).
Chemlcal cap:tal spending outside the

- U185/ 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 1976 to -
" reach $28.9 billion, Commerce says. 0

Francis Crick, others
“decide to leave U.K.

England is losing several distinguished
chemists. Sir Francls 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.K. Medical Research
Council’s Laboratery of Molecular Biol-
ogy in-Cambridge after 28 years there.
In June, fellow Nobelist Sir Derek
Barton will quit London’s Imperiai Col-

lege of Science & Technology. He will .

settle in Gif-sur-Yvette near Paris as di-
rector of Institut 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.,

Jarmnes Watson and Dr. Maurice Wilkins |
~ for elucidating the structure of deoxyri-

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 tlghtenlng
of the U.K. tax laws in 1974 went far in

- prompting him to go. Until then, British

residents weren’t taxed on income earned
outside the country so 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 establlshments in various

- eountries.
Mandatory retirement at age ﬁa, only.

four years off, was another factor in
Crick’s case. Because salaries of top aca-
demic people in'the U.K. have been “fro-
zen” for the next {ive years as part of the
government’s anti-inflation drive, he
faced a pension that would have been

~arealistically low taking into account
.. yearly cost of living rises.

Dermot A. O’Suliwan C&LN London

"O8TP director .appear
member, National Academy of Sciences; -

Govemment

New science adwser faces varlety of problezms

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
hefore the Senate Commerce, Science &
Transportation Committee, gave a series

of largely predictable answers to questions.

posed by committee chairman Adlai E.
Stevenson Jr. (D.-111.) 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 advxser and
impeccable:

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-

Jogical aspects of nuclear testing don’t

hurt in an Administration bent on

-changing the rules of arms conirol.

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 toc 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-
pology Advisory Panel, the President’s
Cormittee 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.

‘The intergovernmental Science, En-
gineering & "FPechnology Advisory Panel,
whose executive director is Louis Blair,

-was established under the OSTP Act to
- ~help improve the utilization of science and

technology hy state and local govern-

S . : SEF . A
Press: impeccable crede';nﬁals

ments. It is composed largely ot: governors,
mayors, and state legislators. i

The President’s Committeeion Science

& Technology, the outside adwsory group
similar to the old President’s Science
Advnsory Committee, will be undergomu’
a sweeping membership overhaul, since
its members were appointed during the
previous Republican Administration, Its
chairman, Simon Ramo, and vice-chair-
man, William O. Baker, have bpth lefi the
committee, but Ramo has agreed to aid in
the reconstitution of the group. He and
Baker last fall put together a thick volume
of issues developed by two par;els assem-

. bled in 1975. Press will be using the tome’s

answers to such questions as OSTP's role
in shaping patent pohcy as ilmportant

science and technology.

Finally, as chairman of the Federai
Coordinating Council for Sciénce, Engi-
neering & Technology, Pressiwill be re-
sponsible for developing policfy positions
for President Carter on issues that run
across agency lines. The council currently
is putting finishing touches on & report on
climatic change and its conseéj[uences.

The work of an Office of Science &
Technology Policy may appear to be
general, since there are so many issues
that must he dealt with. But each issue is
obviously highly spec1flc—-suc_h as the
availability of uranium to meeL light-
water reactor needs now that Carter has
decided to eliminate the breeder reactor

~ program,. %

Thus, much will depend ion Press’

management style in running’ asmall of-

fice with an enormously broad mandate.

Montgomery. “We'll have to he selettwc
in what we tackle. We need a p!an 50 ob-
jective that it can be laid uut and the
prmrltles set And we must ]eave enoug,h

Aprit 18, 197750&_5:4 15
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homework in reviewing majo'ir issues in \f

‘Says OSTP executive officer William .

PR T
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‘resources available to deal with issues

nobody can anticipate. If you don’t have -

a plan you wind up reacting Lo external
pressures all the time. We have to sit
down and list the things we need to ac-
complish,”
Press prohably 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
subject of innovation will come into in-
s tense study during the Press regime, since

the eroding U.S. posmon in technological

Jlthe Administration is concerned about

/

innovation.

Press says he mtends 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 have to have a plan and a perspec-

tive to be more than just a yes man tor the -

President.

It may well be that the test of his stew-
ardship will be in advising on intéerna-
tional relations and thus throuvh his re-
lationship 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 hetween
economic and humanitarian motives in
technology—or know-how—transfer.
Know-how could well be used as a foreign
policy fool—an item of trade or a lever to.
gain concessions. Press savs he wouldn’t:

/ favor holding back U.S. technology when
meant for humanitarian ends.

1t seems that it will be in the interna-

“tichal economic area where his advice will

most bear watching.
WzILepkow.sk: C&EN Washmgton
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Climate stUdy prOpbs-aI' |

gets mixed reviews

The freaky weather encountered across
much of the country this winter, droughis
in the West and record snow and cold in
the East, has prompted efforts by the
House Subcommittee on Environment &
Atmosphere Lo 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 appéared 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 alt federal climate research
now scattered among a number of agen-
cies. Within a vear 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, “'] 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 )

funded, will not suffice.” He also says
the “Administration is not prepared
endorse all the specific provisions of t.
subcommiiice bill.”
Part of the problem between the Ag;-

“ministration and the subcommittee ;.

be one of timing. An Interdepartment

Committee for Atmosphepc Sciene
(ICAS) consisting of representatwes fro,.
NOAA, USDA, the Natignal Scien
I*oundatum the Siate Depértment an-:

. the National Aeronautics & Space Aq

ministration, among others receny}
completed a draft proposaliof its own g
a natienal climate program. That propog;
has yet to be approved by the heads of th:
agencies involved or adopted by the Ad’
ministration. § i

As described by Dr. Edwiard P. Todg:
ICAS chairman, ICAS's draft recom{
mendations, although more detailed it
content, sound much like th%se suggesteq
by the subcommittee. They also show just.”
how far is the U.S. from being able i,
predict or control the climate. ICAS}
identifies five categories in \ivhlch priority ;
research efforts are needed? i

.« Impact assessments ! of cllmatlch
variability on crop vields, eqergy demand,’
land and water resources, tlj'ansportatlon _
and other activities, 3

+ Diagnosis and prOJectlon of ohserved -
climate variations, particularly seasonal
and interannual anomahes and ﬂuctua- -
tions. f .

» Research to gain beiter under-
standmg of natural climate varlablhty and
of man’s potential 1mpact on climate.

« Observations by satellite and other
means to help determine the earth’s ra-
diation budget, air composltlon sea-air’
interactions, and other factors that induce
climate variability. {

» Management of the yast array of
measurements needed fof climate re-
search and servwes—ociaamc, atmo-
spheric, hydrologic, solar, and other types
of data.

Under the ICAS proposai NOAA
would be the lead agency for climate re-
search but each of the other agencies in-

volved would continue to set-its own

budget and obtain its own fundmg Given
the layers of clearance the ICAS proposals
go through before they are adopted, it
probably will be at least a ¥ear before the
Administration can act onithem.
However, despite lack of Administra-
tion support, subcommlttee chairman

"~ George E. Brown Jr. (D. Cahf ) indicated

at the hearings that the subcommittee
probably will go ahead wnth its bill. He
made the point that “a hesitancy to pro-

ceed with interdisciplinary and intera-
gency efforts has prevailed for too long,”

adding that “the impact Qf climate vari-

ations is too great to allow another year to
go by without tahmg sorﬁle major steps .
toward reducing our ignorance about cli-
mate and climate chang * Thus, the
subcommittee hopes to: have a final
package ready by May {15, Congress’
self-imposed deadline for reporting leg-
islation containing new spendmg pro-
posa}s for hqcal 1978. - o




: 3615 Woodbine '
: Chevy Chase, Md. 20015 |

Honorable Newton Steers WMWJ

House of Representatives
510 Cannon House Office Building
Washington, D. C. 20515

Dear Mr. Steers:

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 serve
on the Science and Technology Committee is fulfilled, since I believe
that a nimber of interesting issues which involve the interface between
Government funded research and industrial use of its end results will
be emerging in the near future.

As I noted, Congressman Ray Thornton's proposed bill on Government
patent policy is aimed at eliminating the over 22 patent policies now
being administered by the Executive Branch and enhancing the possibility
of commercialization of the results flowing from the 24 billion dollar
Government research and development program.  In addition, I understand
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
being supported by the Federal Government.

I am attaching, as you requested, a "Sampling of University Patent
Licensing Programs”. The innovations listed were initially generated
with seed money from Department of Health, Education and Welfare's gne and
one-half billion dollar a year grant program to the non-profit sector.
The sampling indicates that over 50 million dollars of private risk:
capital has been invested in developing or bringing these few inno-
vations to the marketplace. The industrial involvement in each of these
cases is based on the ability of the university to transfer a patent -
right to the licensee. Unfortunately, not all the agencies of the
Executive Branch have patent policies which permit such university
licensing, despite the fact that studies indicate that the university
sector is ticensing over 30 percent of the patent portfolio they hold,
while the Government's performance indicates a licensing rate of its
own portfolio of under 5 percent. The Government's poor performance
in my mind is primarily due to the l0ss of the "advocate" of the
innovation when the Government retains or destroys the intellectual
property rights involved. As I noted to you orally, Congressman
Thronton's proposed bill takes this problem into consideration.

This is a highly complex area that is difficult to explain in a shont
letter. If you should become a member of the Science and Technology
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Committee,I wou1d 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 marketplace.

I would add that the enhancement of technology transfer could be -
important to the growth of deve]opment oriented industry serving
public needs along Route 270 in Montgomery County, as opposed to
what now appears to be primarily organ1zat1ons which serve the needs
of Government offices and laboratories in the vicinity. In other words,
- the satellite industrial concerns along Route 128 in Boston and around
Stanford University are based 6n the development of-proprietary-ideas -
emerging from the non-profit sector in Boston and Stanford for use by
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. emerging
from the National Bureau of Standards, the National Institutes of Health,
Energy Research and Development Adm1n1strat1on, and the universities
in the area bhecause of the difficulty of establishing a proprietary
position before commitfingprivate risk cap1ta1 to further development.

I am also attaching for your review, time perm1tt1ng, a copy of a -

presentation on "The Impact of Laws and Regulations on the Innovative

Process," a subject which is emerging as a problem area’ in: our society.
S1ncere1y, | | |

Ay

Norman J. Latker -

2 Enclosures

bss: Mr. David Eden
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OFFICE OF PATENT COORDINATOR
Fo 1 ~738
724 SOUTH EUCLID AVENVE o1 -73%6

11 February 1974

PERSONAL CORRESPONDENCE PATENT BOANER, O6% |
Mr. Norman J. Latker, Patent Counsel
Department of Health, Education & Welfare
Washington, D.GC. 20201 :

FEB 22 19%

Dear Mr. Latker:

The message,re the cloud over exclusive li®enging which you |
brought to the Dvorkovitz meeting was obviously a frustrating one

TELEPHONE : AREA CODE 314

] uNIvERSITY ﬁﬁ/”),hha//

Vi

for you personally and it will take time before the full importance of

the Nader case and of opinions held by some legislators become clear

to the academic commnnity and to industryy.
you realize that universities,
indebted to you for standing on principle rather than accepting the
normal role of compliant civil servant with respect to the present
and possibly future Nader obtained court decisions. Yours is the

only audible, realistic and effective voice on the subject from the
Executive Branch and should your support be lost we could only look
forward to a return to the days when much less of the material
benefits of Government research was reaching the public. A review,
the GAO Report No. B-164031(2) and the Harbridge House Report under

In the meantime, I hope

Department of Commerce Contract 7-35087 clearly shows how perishable

are the lessons learned only six years ago.

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
patent program was not encouraging creation, development or export
of material benefits from research.

and medical devices-to the public. Of critical importance to the
viability of most of these undertakings has been the mechanism of
the short term exclusive license which is the key to attracting the
risk capital available only from industry.
find the unique nature of an invention allows and even demands non
exclusive licensing usually because a single firm cannot bring its
full range of benefits ‘to the public. 1In such cases we have not:
hesitated to pursue the non-exclusive approach. But the lesson is
without an ability to do exclusive licensing Washington University/
outstanding biomedical research capability will in all probability
return to conditions of a few years ago when it was not effectively
delivering material advances to the public., '

industry and especially consumers 4are

"In a minority of cases| we

Today we have successful arrange-
ments with industry which are bringing new and improved pharmaceuticals

that
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The Nader forces have announced an intent to extend their
attack on exclusive licensing so as to strike at the heart of
the licensing program of a university such as ours. Challenge
in the courts will rest with you and others in the Executive
Branch. Seeking of the Congressional authority to nulify Nader
court victories will most certainly receive support from university
officials and scientists through the channels available to them.
However, I am concerned both with the problem of getting Congressional
authorization sponsored and passed and especially with the time that
this may take. What we face is more comparable to effecting a
revision of the patent statutes than to influencing the outcome of
an annual DHEW approprlatlon act. :

In the meantime it would be most opportune and beneficial
to all if your office would examine the capabilities you may already
pogsess for partial relief. Those exclusive property rights acquired
by the Government through operation of law (I understand the case law
here is less than overwhelming) probably cannot be protected from
Nader attacks. These rights, I understand, are limited (or could
legally and properly be limited) to the very specific products and/or
- processes actually intended by the Government to be developed under
a contractural agreement. These could be defined and specified in
the award by the Government at the time of contracting. All inventions
falling outside those specified would, by law, be the property of
the contractor or inventor and their management could still be
controlled by the agency through other provisions of the contractural
arrangement. The problem of disposing of property acquired by the
_ Government through contract provisions because of agency regulations

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

without giving up control by the agency of the reasonable managemént
of such property in the public interest. -

It Would appear that the possibilities here could be worthwhile
in the area of research career development awards, training grants, |
fellowships, research grants and even in research contracts. Probably
the greatest immediate value would be a further strengthening of the
mutual confidence between your office and the universities.

You have our support and we shall try to make‘it as effective

as possible.
| S%pc rely, (i;
éj( e o Lend!

. L. MacCordy
Patent Coordinator

ELM:dd
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DRAFT - July 17, 1978

Amended S-2466 does not correct objections to the creaﬁion of
overlapping:authorities in that portion of the bill that creates
the National Center for the Evaluation of Medical Technology. The

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

Review of the authorities of several Institutes of the NIH indicat
an ability and appropriations in these Institutes to evaluate medical
technology as envisioned by the new medical Center. For instance,
the mandate for the NHLBI provides for:

"Research into the development, trial and evaluation
of techniques, drugs and devices used in . . prevention
of heart, lung and blood diseases.!

Clearly,.NHLBI could undertake and has undertéken with the consent
of its Advisory.Councils the review ot the efficacy of coronary by-pass
surgery which is repeatedly cited as an exampie for the need for the
new Center. The study being conducted by the Cardiac Diseases Branch

Y

rate between patients having fhe cardiac by-pass surgery/and those
The 5,4/1:7 be{ beedd sof PRocesy Jinwee (7l ndafves ¢
who have been treated only medicinally;Q Other variables will also beﬁr

Lz

will run for four to five years and measure the difference in dea
_ o

measured. At the end of the test the safety and efficacy will be
evident and whether its cost is justified. A
. Sl
Proponents of the bill indicate that several HEW sub-units "conduct

some research on medical services and procedures" In the Rogers hearing

Pl

2

3
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on HR 12584, a bill similar to S-2466, it was determined that 120 million

dollars annﬁally were being utilized for clinical trials on such
evaluations;as: | '
The widely publicized diabetic retinopathy trial.
Studies on oral anti-diabetes agents. |
Breast cancer screenihg.

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

Aspirin myocardial infarction study;
Beta-Blocker heart trial.
Coronary drug project (this project determined that

u’r-',/va /‘(

clofibrate was not useful in the pvepescd == €
Lot lativondy)

Prenatal review of 50,000 children born between 1957 and
1965 to determine the ﬂfﬁol_ogy of cerebral palsy.
The last study has involved over 100 million dollars, which could hawrd
be covered by the budget anticipated for the National Center. Evaluat
propese o .
of fetal electronic monitoring, an area which has come under criticism
as increasing Cesarién deliveries of children although within the
. #
authority of the NICHD, has not been undertaken. ﬁéiihoughﬁ%éile
admitting an increase in such Cesarians, there is no evidence that the
L i . éf/nﬂor/?i/;t‘f’z X
children so delivered will not bn=heaithxzon a long term basis than
those not so:monitorgd. Theoretically, a small study involving five
hospitals over a period of seven years to study such children is estim
to cost 20 million dollars.

1f the Center is.created, are the proponents of the bill ready to

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

¥

Ly éqﬂe’

10n
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authorities of the several institutes in order té‘assure égainst interﬁal
‘invfighting over jufiSdiction over an évaluation of a technology
such as coronary by-pass.

If, as the propoﬁents of this bill indicate, the Center "would
have no regulatofy authority and its findings would have no.direct
impact on any existing programs,' why is the authority not provided to ;
the Public Héalth.Service presently not sufficient?

It appears clear thaf the steps necessary to coordinate NIH studies
have already been takén and require no new -legislative authority but
creation of ﬁhé new Center, as noted, will clash with many existing

legislative authorities. The proposed bill has already'created confusion

W

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

‘will be if the legislation is passed. Further, Dr. Richmond in testifying

0

on HR 12584 expressed the view that it would be prematdre and disruptiv
for the Department of HEW to undergo smsh a major structural change
without a more fundamental understanding of the complexities involved
in technology asseésment;' |

While the‘proponeﬁts of S-2466 de-emphasize that the National Center
would have direct impact on existing Federal programs and costs, the
Hoﬁse Committee noted that the Center for Health Care Technology "cah
have great influence in holding down health care costs, siﬁce.a careful
assessment of the health care technology by the Center will enable
decision makers to make sophisticated and supportable determinations
with respect io the rational distribution ana utilization of new and

existing health care technology." Since amended S-2466 and HR 12584

2ppeqf fo be similaq o2 /c/f‘./ﬁzf“ta,/ y2vs /4.«/}04,7(/
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By PETER G. GOSSELIN

and PAULJACOBS
TIMES STAFF WRITERS

WASHINGTON—Federal offi-
cals are investigating whether the
government was overcharged for
gene-sequencing machines devel-
oped at Caltech and widely consid-
ered crucial 1o the coming genetie
revolution.

Both the government and pri-

vaie companies-are using the ma-
chines in a race 1o decipher the hu-
man genetic code, The outcome of
the competition could determine
whether the:medical miracles that
are expected to flow from the de-
coding will end up in public or pri-
vata hands,
" The gepetic code determines hu-
man heredity, and newly emerging
kmowledgs of it is expected 1o point
1o novel ways of diagnesing and
traating such devastating disorders
2s cancer, heart disease and a host
of hereditary conditions that have
long defied treatment.

Censral to the federal investiga-
tion is whettier Caltech researchers
uged federal funds to develop the
technology that makes the ma-
chines possible. If they did, Caltech
may have violatad a 1980 technol-
ogy licensing law by charging more
than allowed for the machines and
could he forged to repay millions or
perhaps tens of millions of dollars.

Officials have subpoenaed lab
notebooks and other recards of for-
mer Caltech researchers involved
in the invention of the machine.
‘They have also sought records
from PR Corp., a Norwalk, Conn.-
based company that has licensed
the decoding technolegy from Cal-
tech. The university holds several
critica] patents on the technology.
The company effectively has an ex-
clusive licenge for its use and haa
made about 80% of the automated
machines sold to date.

The Department of Health and
Human Serviees confirmed Tues-
day that its inspector general’s of-
fice has been condueting an inves-
tigatiori and that decuments have
been suopoenaed. A spokeswaman,
Judy Hohz, refused to provide de-
1ails of the probe.

Please see INVENTION, A12

TogasvlenEneppIng Tart. T T

Cne of the officers, Edward Lar-
tigan, ghot the 5-foot-1 102-pound,
it woman when ghe alleg-
ed at him with a 12-mch
serewdriver, police have gaid,

of the circumstantes, including Ms.
Mitchell's staturd and age,” the

Boeckmann and Raquelle\De La
Rocha, who found that L

that the officers’ percepuons of iy
Pleasa yee PDIJCE, A

Board esident Gerald L Chal— :

mepau il

By JIM NEWTGN

and TINA DAUNT
TIMES STAFF WRITERS

After months of conft
ralysis and mounfing i
members of the Log An;

_ Council on Tuegday fin

fronted the Las 4

days 3 nut the resources
to do juis work.

*“We'll be coming up wi

. of afrack,” Eglash said. *§

cop plete. comprehensi
oyzh revisw. LIt ul
hing to be the commisato
decide the scope of that.”
Eglash received a hug
confidence from the cor
Tuegday, whes it vated te
fatal May 21 shooting of

woman Margaret Mitchel

Please see RAMPA

TIMES STAFF WRITER

The scenarlo is gimost routine: A
plane crashes and/rescuers fan out
in a frantic seapgch for survivors.
Spon, sember inyestigators confirm
the obwious: Nofone is alive,

Yer, officiallfy, no one is dead un-
u! 3 coroner jfsues a death certifi-
cate, or the cpurta a ruling.

Fer thosef left behind, the prag-
ess often spells a long, torturous
wait: Morgfthan three months for
James H \l whose son, Jamie,
died in the '1996 TWA crash off
Long Igland, N.Y. Close to six
months for Willlam Burke of Ponece

Inlet, ¥la., who lost his som, Sean,
lin the 1997 Korean Afr crash in
Guam.

hs, unable to wra
 any closure,’ or

Air crash Y& Rhode Islane

“tober, "When the world k

peaple are dead and that -
no surviverg, why sher
families have\to wait™ for
e pronocuncan

In the case B Alaska
that pronouncetyent could
the next few webks. The
County Board of Jupervis
Tuesday to petitich Super
o issue a declaration tha
are dead.

The need for a death ¢
is more than an ematio
Withour iz, next of kin ar

Pleage see FAMILY
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fromAl -
ﬁﬁ‘lﬂﬂh and PE adamantly

dente that federal funds were fized -
i the invention of the decoder;-
Yiicrn a5 the fourcolor a.uto;na{;ed

DNA seque

Trider the 1980 Jaw, Sher gnvem
ment permitwd ‘upiversities and
snine bysiresees fo win patents apd
take title éu Hiventions made with
fedaral funds, but mth the proviso
, - that Washington not, be charged
steepfeeafnrtharuse At least -
il reéently, the government and
govemme%t-ﬁmded seientigis were
far and away the biggest buyers of
DNA SEqRENCELS,

 Asked abom the probe Iate
' Tuesday. bqth Caltech officials and

- PE execulives predicted that it
- would bear no fruit.

- Ina wnﬁen gtaternent issued by
its attnméys, the university ac-| .
knowledged that it had received “a
civil subppena for doguments per- .
- tairing to the mvention of the DNA ,
sequencar.” _

- Bt thegsmemenz aald *Based
on our evaluauon of the higtorical
record, lich dates biack some 25] -
years, we confident that [Cal- |
tech) follnwed all Proper. pro-
codures with regpect to claimmg
: r.h.enghts% the DNA sequencing{ -
"y %ndteclmology Thereds| -
no queshog ‘that the invention that
is the basis for, the qommarma]
~ DNA sequancer was funded by pri-
vatg grantq, Nofederal fimding wag
.. regelved of used to support, this in-

- Yentien, and therefore the federal
* government has no Tights to the in~
.vention.” |
_ Mmhael%W Hunkapiller, a for-

mer Calten‘;x resegreher who is now
president of PI Biosystems, the PE
. aibgidiary that makes the sequenc-
.o erg took a%s:milar position, agsert~
< ing that develcpment of the se~
quencer “had nothing {o.do with
: gtmarnmentfunding .
“What'sjronic is that we trigd-eo

. hadto gst government funding at
- M8 early stages of the project, and

we were told consistently tha they |-
z&ea.en t mierested Hunkap:ller

Behind the geeneg, both the i~
versity and the company Have
mounted apﬁerce defenge of their
¢lafms to the techiology, praviding
researchers who Have received sub- |
posnas ith Jawyers and agguing in
corfespondence wn:h federal offi-
cialg tha:therelsnobaszs!;o: thei
PTO\DC}. . il
Bﬂ’f. L'[!Eir effqrts seem likely 1

Cemes Under Probe
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* phone interview that ke’ did not.

' " the federal government if any tay-

dogged by 2 trajl of federa]
grant applications, seientific papers

and othér documents that speeifi-|

cally credit federal funds with Lelp.

ing to underwrite the invention of b

the four-colop technology and em-
bodying of it in, 3 Working maghine, |
For'example, a 1985 Applieation
~#r §1.8 milljon in, Natidpal Scienge
Foundation money specifically said
“the money wag being sought to de-
- velop 3 DNA decoder. A 1985 art-
tle In the sciéntifip journal Naturs

- that desgribies the new technology |

eredited the foundation for sup-

. --porting research that led ta the in-

- vention. Caltech and the founda-

- tion both issued press teleases and

held a joint news conference in
1886to unveil the machine, -

_The Caltech press release said,

- “Development of the DNA sequen-

ator was sponspred hy the National

Scierice Foundition® as well'as by

£rantd from a group of private com-

panies, ' .

Calteth's and PE's efforts to de-

- flect the goverpment could alsp be

- complicated by the views of one of

-the sequencer’s prineipal inveptors,

~ Lloyd M, Smith, a former Caltech

resgarcher now it the University of ||

‘Wisconsin, :
Smith acknowledged in-a tele-

- know exactly where the money 1o
support his Work was coming from
when he was labaring ovér the de-
<oding tachnology as a postdoc-
toral fellow in the Caltach labs of
Leroy Hoad during the mijd-1980s;
But Smith said the lah “was totally
- . made of federal money.” - :

Asked whether he and his col-
leagues could have invented the se-
quencer and made it work without
federal fimds, Sinith.said, “No, not

in my opinion. The whole snviron- ||

ment of the lab was permeated with
{ederal funds.”

The 1980 legislation, known as |
the Bayh-Dole Act, requires uni-
- vergities {o report all inventions to

payers’ dallars were used to. dg-
velop the idea or reduce the inven-
tion to practice. In such cases, the
. government handg over title to the |
invention to the academic institun|
Hon but retaing a right to its uge g

PR ———— Y

But their efforfs sésm Likely 1o ] /2

and is freed from paying royalties +

onit

. Los Angeies
. Times |
Archives.

- Qver the years, federa) auditors
have complained that the require- |

R0 PR L1 kB
.’ : N



mmf.s ‘were all too often ignored.
That had Jittle firaneial impack un-
Hl the current age of biotechnology
twhen a discovery eduld lead tox

[ of abillion-datfar cofpdny;
| Eallechy defense centers on the
-Liming of a Natlonal Science Foun-

i -datiom grant 1o Haod's lab. Docu--

. mente'show that Calfech promised
-that, ynder the grant, new instru-
- ments™'will he developed.”

However, John Wooley, who

. -managed the {oundation's biolug:--

; «al mstnmentatmnpmgram, sdid
‘hid agency approved.the grani anly
. ‘after il wag convinced it wauld'

bﬂl{on-&oliar drug or the founding”

. lssueslkely:

work.

A leam ot ex[mrta. he gaid,
locked 6t -5 prefotye of the ma-
ehinesand “judged:that it worked.”
But Wolay apkmiwledgeit that:jre

" coufd not-agsess. whekher, .in the

parlangd of the Bayh-Dole Act, 1t
had been “redticed &G practice.”

“E tffml. knmv what a- lawyer
wouli- say‘,i*’\‘foclegsa:d “I don't

'krrow whgt the-’nuances are abouf

E‘egmd the details of the: Cal-
fech Tyesligation loom a ssyies of
{o'crop up with grow-
ing.hequeney—anct contenlious-
nez&—m lha Eommg years

Tunded regearch findirgs, -
fl’ng!on ie discovering \hak sodne of
thosé findinpgs are, proving ex—
‘remely: valudble and,mcteashmly '

-ehargest for these sequencers;

’Calteéh Flmdmg Gcmeé :f:nder Pmbe

After two decades-of encourag-
ing private-gector use of federally’
‘Wash~

‘costly for the governmerit’to; make
use of,”
Al §3ﬂﬁ 00 & machme:. the DNA

* sefquencer i3 a-case i point dnd has

heen:attracting the attenition not

‘onty>of iinvestigators but alse of

politicians. “We have been looking
lnta-charges thal the American
taxpayers may have been'over-
ers, " gald
Rep. Ralph M. Hall-of Texas, the

remking Demoqrah On? (ﬁe: House
Sclence Commiflee . = *

Then there ig. the qne@hcn of
whether a-new generalibit of-dis-
eavery thal iz emetgingauk of a
previcus,federally. fundéd genera-
Lior of Findinge will end up-{n ‘the
publie or pFivatesectfor, Some be-

“lleve that the mnstﬂramalicexam

ple is that of thasqnu—ﬁu-be-dem—

" pheréd niman genetietidey

The fedt of deciphefing:the en-
tire code s only now:possible be-
canse of the develnpment,uf‘tﬁe
antomated DN sequencer;-Before
automated sequenmng;—cracﬁlng

‘even a liny portiont'of the’ends i

volvedia tricky maniil frdtesz that

‘could take months tocomplete: Us-

ing the autemated wéthod, which

‘automated sequencing methails de- -
. entire code. The frst'is the fedes- -
-get, whichr iz making its. l‘md{ngs

1
LOS" ANGELE& TIMBS - f

ﬂenends onfouy” fluprasdéng dyes
‘hat-miark the-eemical buitding
blocks that make.up.DNA and can
be read by machine;, the sdmeajob -
canbe donefna maftemthuurs
Twe groups.are ravy (ging the -

veloped al Caltech to decipher Uie
ally funded Hiunan- anme Proj-

Immediately publle-hy: postmg )
them o computer Web.siles. The
gecond ig a PH. subsud:ar}rreeleta' i
Genomitz Group, whmh has:saui it !
wilt eventually releasegome-of its
findings fo the publie hut geel pat- -:
ents on others and keep the rest as !
part of a proprietary database to
whichit will selF subjsciiptions.

i e ———w L s

P p—

e aes L :uu—"'vq «sﬂz.\cu::m.a

“Hmmnnmﬁ'

T = v

Y. CoEUN >




408

3 L
g1 " 60

198

04 19 00 - 20 54

|IIIHIHI'HIIIIIHIIIIIIIIIIIHIIHIIIIIIIIIIIIIHIIIHIIIIIIIIIIIIllllI"llIIIIIIIIIIIIIHIIIIIIIIIIIIIIIIIIHIII

BROWDY AND NEIMARK, Washington—Continued

ber, Board of Governors, 1988-1990; ; American Bar Association; Ameri-
can Intellectual Property Law Association (Author: "PTO Affairs," column
in ATPLA Bulletin, 1985-1987; Member, Ad Hoc Committee on PTO Au-
tomation, 1983—; Chair: Committee on Relations with Patent and Trade-
mark Office, 1985.1987; Chair, Public Information Committee, 1994.1996),
LANGUAGES: French. PRACTICE AREAS; Biotechnology Law; Phar-
maceuticals; Chemistry Trademark Law. Email: BRWDYNMRK @DIGI
ZEN.NET ‘
PUBLISH EMAIL; PRINT Y ELECTRONIC Y

NORMAN J, FATKER, born Chicago, Illinois, December 19, 1931;

admitted to bar, 1956, Illincis; 1979, District of Columbia; registered to
practice before U.S. Patent and Trademark Office. Education: University of
Illinois, Champaign-Urbana (B.S.C.E,, 1953; 1.D., 1959} Awarded honor-
ary LL.D., by University of Illinois, 1985. Chi Epsilon. Recipient: Birch
Award, Society of University Patent Administrators, for Development of
Bayh-Dole Act of 1980, 1983; First Recipient, Vannevar Bush Award for
QOutstanding Contribution to the U.S.A. For Creating the Model for the
Successful Public and Private Technology Partnerships, AFT2E, U.S. De-
pariment of Commerce Silver Medal, 1985; Bronze Medal, for development
of Federal Technology Transfer Act of 1986. Author: "Utilization of Gov-
ernment-Owned Health and Welfare Inventions," Journal of the Patent Of-
fice Society, November, 1965; "A Win-Win Philosophy for Technology
Management,” Journal of the Association of University Technology Manag-
ers, Spring 1989, Guest Lecturer, "Technology Transfer and Government
Intellectnal Property Policy," George Washington University Procurement
Law, 1980—. Chairman, Subcommittee on University Patent Policy of the
Federal Council for Science, Engineering and Technology, 1971-1978, Vice-
Chairman, Subcommittes on Intellectual Property of the Federal Council
for Science, Engineering and Technology, 1974-1978. Patent Counsel, De-
partment of Heafth, Education and Welfare and National Institutes of
Health, 1965-1980, Director, Office of Federal Technology Management,
Department of Commerce, 1980-1987, Member: District of Columbia Bar;

- Illinois State, Federal and American Bar Associations; American Intellec-

tual Property Law Association; Licensing Executive Society; Society of
University Patent Administrators; Maryland Patent Law Association.
TRANSACTIONS: Expert witness in court cases involving government
patent policy issnes, Platzer et al vs. Sloan Kettering Institute, U.S. District
Court Southern District of New York, Southern Research Institute vs, Grif-
fin Corp., U.S. District Court Northern District of Alabama. Center For
Neurclogic Study vs. Gen. Probe in¢. Superior Court of the State of Califor-
nia. Giese v. Pierce Chemical Co., U.8. District Court, District of Massa-
chusetts. PRACTICE ARFEAS: Intellectual Property Law; Mechanical;
Electro-Mechanical; Chemistry Law; Government Patent Policy. FEmafk
BRWDYNMRK @ DIGIZEN.NET
: PUBLISH EMAIL: PRINT Y ELECTRONIC Y

OF COUNSEL

IVER P. COOFER, born New York, N.Y., November 10, 1953; admit-
ted to bar, 1978, New York and U.8. Claims Court; 1980, District of Co-
lumbia; 1982, U.S. Court of Appeals for the Federal Circuit; 1984, Virginia;
1976, registered to practice before U.S, Patent and Trademark Office. Edu-
cation: Massachusetts Institute of Technology (B.S., in Chemistry, 1974);
Boston University, Boston (1D., 1977); George Washington University
(LL.M. in Patents and Trade Regulation, 1979). Contributing Editor, Med-
ical Devices and Diagnostics Industry Magazine, 1984-1986. Recipient:
First Prize, Nathan Burkan Memorial Competition at Boston University,
sponsored by the American Society of Composers, Anthors and Publishers,
1976; Robert C, Watson Award of the American Patent Law Asscciation,
1979; Stephen P. Ladas Award for the U.S. Trademark Association, 1979.
Author: Book, Biotechnology and The Law, Clark, Boardmar Co., Lid.,
1982, 1985-1989, 1991.1996; Final Report to the Office of Technology As-
sessment, U.S. Congress on Property Rights in Cell Lines, May 23, 1986;
"Patent Problem for Chemical Researchers-The Utility Requirement After
Brenner v. Manson," 18 IDEA:23-37, Spring, 1976; "Patent Protection for

1
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(301)402-3469 - FAX
http://grants.nih,gov/grants/

Februafy 22, 2000

TO: Extramural Staff
FROM:; Deputy Director for Extramural Research

SUBJECT: Policy Announcement 2000-01: NIH Compliance Policy for Extramural
Invention Reporting

Background: Extramural funding from NIH supports biomedical research in an effort to gain
new knowledge that will lead to better health for everyone. This knowledge often manifests
itself as:intellectual 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 government had no means to manufacture or commercialize these advances, Congress passed
the Bay]:%il—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
/‘é“grcemeints 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
mventxo%n for or on behalf of the U.S. thronghout the world. Consequently, NIH has a major
responSIbﬂlty in protecting, promoting; and ménitoring inventions that resuit from the extramural
researchl programs it funds

% .
It should be noted that fellowships and training grants, which are made by NIH primarily for
educatzonal purposes, do not contain provisions giving NIH rights to inventions, including any :
resultmg income. However, trainees are often associated with a research project and when the .-
project isa federally funded research grant, an invention stemming from this research is normally
subject to invention reporting requirements. :

To facili?ftate NTH and grantee/contractor compliance with these regulations and help ensure
inventiot%l reporting compliance, NIH’s Office of Policy for Extramural Research (OPERA),
OER, de}veloped Interagency Edison (IEdison) and Edison Report Lite (ERL). These two
Internet-based systems allow, respectively, for grantee/contractor organizations to repott and
track inventions derived through NTH funding agreements, and for NIH IC staff to play a role in




monitoring 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
complfance of the Bayh-Dole Act and related 37 CFR Section 401 regulations.

Policy Statement: NIH 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.
Altho%gh the primary responsibility for oversight and monitoring extramural invention activities
resides with the OPERA, OER, all extramural staff who administer grant and contract programs
are respon51ble for understanding the laws and policies governing invention reporting and for
ensurlrgg that grantee/contractor organ1zat1ons are in compliance with the Bayh-Dole Act.

Dlscus’swn The Bayh-Dole Act is implemented through Department of Commerce regulations
37 CFR 401. These regulations define terms, parties, responsibilities, prescribe the order of
dlsposmon of rights, prescribe a chronology of reporting requirements, and delineate the basis for
and extent of government actions to retain rights. The patent rights clauses are found at 37 CFR
Part 401 14 and are accessible from the Interagency Edison web page, www.iedison.gov , and in
the N]H Grants Policy Statement. In the case of contracts, Title 48, Chapter 1, Subchapter E,

Part 27 of 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 NIH Guide
for Grahts and Contracts, dated September 22, 1995, as a “20-20 View of Invention Reporting to_
the NTH” and are available at on the OER Extramural web site _
rants.nih.gov/grants/suide/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
located centrally on the Grants Management Advisory Committee (GMAC) Infonet at .
http:/fodoerdb?2.od.nih.gov/gmac/home.html under the Patents and Inventions link, as well as
from thée IEdison home page at http://www.iedison.gov/nihprocs.htm! . A timeline for invention
reporting compliance is available at: www.iedison.gov on the NIH link under “FAQS and
Information.” :

=g
=
E '

It is alsp important to consider how invention reporting will be conducted, the ethlcal issues
involved in this process, as well as the need for confidentiality. Each of these top1cs will be
discussed as follows.

Electronic Invention Reporting: The deployment of the extramural invention database
system (originally known as Edison) in 1995, has improved invention reporting
compliance processes at NTH. Beginning in 1998 Edison was renamed Interagency
FEdison (IEdison) as other Federal agencies adopted this electronic system for reporting,
storing 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
system autornatically alerts grantee/contractor organizations of compliance deadlines (i.e.,
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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 NIH 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 I/C Thus, ERL
prov1des a mechanism for NIH staff to verify information.

Ethical Considerations: All NIH employees must avoid actual conﬂicﬁs of interest
and/or the appearance of such conflicts in so far as intellectual property rights are
concerned. Extramural employees’ impartiality may be questioned if they have funding
or administrative responsibilities with respect to grantee/contractor inventorship.
Employees are advised to consult their Deputy Ethics Counselor for guidance in this area.
A list of these counselors can be found at

http://www3.od.nih.gov/ogcethics/findthe.htm .

Confidentiality of Invention Reporting Documents: All information regarding
inventions is very time-sensitive and proprietary in nature. Consequently, all documents
relating to invention reporting must be considered highly confidential. Invention reporting
information is normally exempt from disclosure, subject to the FOIA, and
invention-related documents should not be routinely copied. Except as indicated below,
documentation pertaining to inventions (i.e., “disclosures™), waivers, licenses, patent
applications, etc., should net be filed in the IC grant or contract file. Rather, these
documents should be forwarded to OPERA for inclusion in the IEdison system of
records. :

Roles and Responsibilities: Extramural invention reporting involves many organizational
compo?ents and individuals at the NIH. The staff of grants and contracts management offices,
extramural 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 oversight of the invention reporting enterprise. The following descriptions summarize the

role of

interact

each of these components. Since responsibilities require concurrent or sequential
ions with other components, all parties should read this entire document.

Office of Extramural Research: OPERA serves as the primary point of contact for
extramural invention reports, disclosures, confirmatory licenses, and other documentation
required by the Bayh-Dole Act. To enhance compliance with Bayh-Dole requirements,
OPERA develops policies and procedures; conducts training for extramural staff; and
performs outreach to the extramural research community by conducting seminars and
participating in regional and national meetings of professional societies related to
research administration. These efforts also include preparing policy and informational
announcements for the NIH Guide for Grants and Contracts and other NIH publications.

{OPERA 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 conducting site visits with grantee/contractor organizations. Staff will work with
representatives from the Council on 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, NIH :

6705 Rockledge Dr. Room 1136  MSC 7980

Bethesda, MD 20892-7980

(301) 435-1986 _

FAX (301) 480-0272; Email: edison@od.nih.gov ;

See also: www.iedison.gov for relevant information.

Grants Management Staff: Grants management staff play a vital role in protecting
government rights to federally funded intellectual property. IC grants management staff
should take every opportunity to remind grantees of their invention reporting obligations.
Particular emphasis should be applied to recipients with limited grant funding experience

(i.e., commercial organizations and small business entities). Toward this end, ICs are

encouraged to include, at time of award, an informational letter that details invention
reporting requirements. Such a letter is now routinely included with the Notice of Grant
Award for SBIRs and STTRs. A copy of this letter is available internally from the Grants

‘Management Infonet at: hup: erdb2.od.nih.gov/gmac/topics/patents _main.|

There are circumstances where special terms of award are warranted to ensure that any

resulting invention will be made available for public use. Before implementing special
terms and conditions of award, ICs should consult with OER. '

If an invention report is included in a competing or non-competing grant application or on
the 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
under 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
reporting inventions and no further action will be required. If information regarding
inventions as reported in the application is not consistent with IEdison records, OPERA
must be notified via the ERL interface. OPERA will take any additional steps necessary
to 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
invention report from ERL or other information sent to OPERA is acceptable
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documentation for the official grant file.

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 IEdison 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 JEdison system of records.

Contract Management Staff: Contracts management staff must ensure that the

' 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
performance of work under the contract. This is accomplished by including the Patent
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
FAR clause at 52.227-13, in lieu of the clause at FAR 52.227-11.

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
invention, contract management is responsible for conducting a search of the IEdison
database to verify whether or not any inventions are being reported under the specific

-contract number. Using the ERL interface (https://dali.cc.nih.gov/erl/), the contract
' manager will enter the contract number to query the IEdison database. If the search

shows any reported inventions, it will be assumed the contractor is reporting inventions
and no further action will be required. If an invention activity has been reported in either
an annual or final report but has not been included in IEdison OPERA must be notified
using the ERL interface. Beyond this notification, OPERA will take any additional steps
necessary to reconcile the discrepancy with the contractor organization.

The annual and final reports are maintained in the IEdison record system, as well as in the

official contract file. Any other invention related documentation (i.e., correspondence,
disclosures, etc.} directed by the contractor to IC staff must be forwarded to OPERA for
inclusion in the IEdison system.

Program 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
intellectual property (i.e., direct, indirect, or tangential references to the creation of an
invention, 2 biological miterial, a unique research resource, etc.). An Extramural
Scientist Administrator (ESA) possesses the scientific expertlse to make a determination
whether an invention is related to the research project and should be cognizant that
references to commercialization, manufagcturing, or marketing may be a result of NIH

funding. In such cases the ESA must elther inform grant/contract management staff of
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this research outcome and grants management will take responsibility for seeing that the

- grantee/contractor fully complies with all reporting requirements, or the ESA will fulfill

this function by conducting a search of the ERL System to estabhsh whether or not this,
research outcome has been reported to NIH. If necessary, the ESA will obtain additional
informmation from the grantee/contractor and see that an invention feport is filed, if
appropriate, and properly document the official file. If necessary, grant/contract
management Staff may assist in these efforts, as may OPERA staff.

Program staff must avoid any actual, apparent, or perceived conflict of interest with

i regard 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
issues and avoid impropriety. Recusal of any funding decision or program responsibility
would normally be appropriate. '

NIH Office of Technology Transfer: The Office of Technblogy 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
guidance and consultation on interpretation and application of extramural technology
transfer policy and procedures.

OTT provides assistance to NIH extramural awarding units to resolve technology transfer
problems, including Declarations of Exceptional Circumstances (DEC), contents of
Requests for Applications (RFA), Requests for Proposals (RFP), and application
requirements. In coordination with other offices in the Office of the 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.

Additionally, OTT has been delegated authority for extramural inventions in four areas:
(1) election of title or assignment of title to an extramural invention on behalf of the
government; (2) waiver of the preference for domestic manufacture (i.e., no contractor or

igrantee or 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
the United States; (3) retention of title by the inventor; and (4) initiation and pursuit of
government march in rights.

OTT’s expertise is necessary in these areas due to the technical, legal and scientific
ramifications associated with rights to intellectual property and the need to promote
commercialization opportunities.

Technology Development Coordinators (TDC): The role of an IC TDC is to review
extramural inventions where rights have been waived by the grantee/contractor
organization and where the IC has an express interest in the invention. Inventions that are
abandoned or waived by the grantee/contractor organization are reviewed by the TDC for
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any possible IC interest. Results of these reviews are forwarded to OPERA, and the
IEdison database is updated to reflect a change in status.

- Special Programs Office, OER: The Special Programs Office provides the
‘administrative oversight for the annual Omnibus Solicitation for SBIRs and STTRs. This
office provides basic information for this community needed to comply with the
requirements of the Bayh-Dole Act. This office also provides information through a Web

site for small business organizations at http://www.nih.gov/grants/funding/sbir.htm.

 Office of General Counsel: This office acts as the legal advisor to NIH on any issue
where NIH’s position or rights to inventions are involved.

This policy announcement is effective upon signature.

Is/
Wendy Baldwin, Ph.D.

Issuing Office: OER/OPERA (5-0949)

ec:
IC Directors
EPMC
POPOF
RPC |
GMAC
OTT
AMC
Dr. Stone
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