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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C. :

In the Matter of .
: Investigation No. 337-TA-823

CERTAIN KINESIOTHERAPY DEVICES :

AND COMPONENTS THEREOF

NOTICE OF COMMISSION DECISION TO RESCIND A
GENERAL EXCLUSION ORDER AND CEASE AND DESIST ORDERS

AGENCY:  U.S.International Trade Commission. -
ACTION:  Notice.

'SUMMARY: Notice is hereby given that the U.S. International Trade Commission has
rescinded the general exclusion order and cease and desist orders issued at the conclusion of the
above-captioned investigation. The general exclusion order was directed against infringing
kinesiotherapy devices and components thereof, and the cease and desist orders were directed
against certain respondents.

FOR FURTHER INFORMATION CONTACT: Michael K. Haldenstein, Office of the
General Counsel, U.S. International Trade Commission, 500 E Street, S.W., Washington, D.C.
20436, telephone (202) 205-3041. Copies of non-confidential documents filed in connection
with this investigation are or will be available for inspection during official business hours (8:45
a.m, to 5:15 p.m.) in the Office of the Secretary, U.S. International Trade Commission, 500 E
Street, S.W., Washington, D.C. 20436, telephone (202) 205-2000. General information P
- concerning the Commission may also be obtained by accessing its Internet server .
(http.//www.usitc.gov). The public record for this investigation may be viewed on the
Commission's electronic docket (EDIS) at http.//edis.usitc.gov. Hearing-impaired persons are
advised that information on this matter can be obtained by contacting the Commission’s TDD
terminal on (202) 205-1810.

SUPPLEMENTARY INFORMATION: The Commission instituted this investigation on

. January 10, 2012, based on a complaint filed by Standard Innovation Corporation of Ottawa,
ON, Canada and Standard Innovation (US) Corp. of Wilmington, Delaware (collectively,
“Standard Innovation™). 77 Fed. Reg. 1504-05 (Jan. 10, 2012). The complaint alleged violations
of Section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337, by reason of
infringement of certain claims of United States Patent Nos. 7,931,605 (“the 605 patent™) and
D605,779 (“the D°779 patent”). The complaint named twenty-one business entities as
respondents, several of which have since been terminated from the investigation based upon



consent orders or withdrawal of the complaint. On July 25, 2012, the Commission determined
not to review an ID (Order No. 25) granting Standard Innovation’s motion to withdraw the
D779 patent from the investigation. An evidentiary hearing was held from August 21, 2012, to
August 24, 2012.

On January 8, 2013, the ALY issued a final ID finding no violation of Section 337. The .
ALJ also issued a recommended determination on remedy and bonding on January 22, 2013.
Specifically, the ALJ found that Standard Innovation had not satisfied the economic prong of the
domestic industry requirement. The ALJ found, however, that the accused products infringe the
asserted claims, that the asserted claims were not shown to be invalid, and that the technical
prong of the domestic industry requirement was shown to be satisfied.

On January 22, 2013, Standard Innovation and the Commission investigaﬁve attorney
filed petitions for review of the final ID, and the remaining respondents in the investigation filed
a contingent petition for review. On January 30, 2013, each party filed a response.

On March 25, 2013, the Commission determined to review the ID in its entirety and
posed questions to the parties concerning the satisfaction of the economic prong of the domestic
industry and remedy, the public interest, and bonding. The parties and the IA submitted briefs
on April 8, 2013, and briefs in reply on April 15, 2013. The target date for completion of the
investigation was also extended until June 17, 2013.

On June 17, 2013, the Commission issued its final determination finding that Standard
Innovation had satisfied the economic prong of the domestic industry requirement and that
Standard Innovation had proven a violation of Section 337 by reason of infringement of the *605
patent. Based on evidence of a pattern of violation and difficulty ascertaining the source of the
infringing products, the Commission issued a general exclusion order against certain
kinesiotherapy devices that infringe the 605 patent. The Commission also issued cease and -
desist orders against the following respondents: LELO Inc. of San Jose, California; PHE, Inc.
d/b/a Adam & Eve of Hillsborough, North Carolina; Nalpac Enterprises, Ltd. of Ferndale,
Michigan; E.T.C. Inc. (d/b/a Eldorado Trading Company, Inc.) of Broomfield, Colorado;
Williams Trading-Co., Inc. of Pennsauken, New Jersey; Honey’s Place Inc. of San Fernando,
California; and Lover’s Lane & Co. of Plymouth, Michigan. The Commission’s remedial orders
allowed entry under bond during the Presidential review period.

On August 20, 2013, respondents LELO, Inc. and Leloi AB filed a notice of appeal with
the U.S. Court of Appeals for the Federal Circuit seeking review of the Commission’s final
determination. Standard Innovation intervened in the appeal and the parties filed briefs with the
Court. On May 11, 2015, the Federal Circuit issued its opinion in Lelo Inc. v. International
Trade Commission, 786 F.3d 879 (Fed. Cir. 2015). The Court indicated that the Commission
had erred in relying solely upon qualitative factors to find “significant investment in plant and
equipment” and “significant employment of labor or capital” under prongs (A) and (B) of the
domestic industry requirement. Accordingly, the Court reversed the Commission’s finding of a
violation of 19 U.S.C. § 1337. The Court issued its mandate on July 2, 2015.



As the U.S. Court of Appeals for the Federal Circuit has reversed the Commission’s .
finding of violation, the Commission has determined that there is no longer a basis for the
. general exclusion order or the cease and desist orders previously issued in this investigation. The
Commission has therefore rescinded the orders. ‘

This action is taken under the authorify of Section 337 of the Tariff Act of 1930, 19
U.S.C. § 1337(k) and Commission rule 210.76, 19 C.F.R. § 210.76.

By order of the Commission.

Oz

Lisé} R. Bartoh
Secretary to the Commission

Issued: :July 21, 2015



CERTAIN KINESIOTHERAPY DEVICES ' Inv. No. 337-TA-823
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Lisa R. Barton, Secretary

U.S. International Trade Commission
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Washington, DC 20436
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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of
Investigation No. 337-TA-823
CERTAIN KINESIOTHERAPY DEVICES
AND COMPONENTS THEREOF

ORDER OF RESCISSION

The Commission instituted this investigation on January 10, 2012, based on a complaint -
filed by Standard Innovation Corporation of Ottawa, ON, Canada and Standard Innovation (US)
Corp. of Wilmington, Delaware (collectively, “Standard Innovation™). 77 Fed. Reg. 1504405
(Jan. 10, 2012). The complaint alleged violations of Section 337 of the Tariff Act of 1930, as

.amended, 19 U.S.C. § 1337, by reason of infringement of certain claims of United States Patent

Nos. 7,931,605 (“the ‘605 patent™) and D605,779 (;‘the D’779 patent™). The complaint named
twenty-one business entities as respondents, several of which have since been.terminated from
the investigation based upon consent orders or withdrawal of the complaint. On July 25,2012,
the Commission determined not to review an ID (Order No. 25) granting Standard Ipnovation’s
motion to withdraw the D’779 patent from the investigation. An evidentiary hearing was held
from August 21, 2012, to August 24, 2012,

On January 8, 2013, the ALJ issued a final ID finding no violation of Section 337. The
ALJ alé;) issued a recommended determination on remedy and bonding on January 22, 2013.
Specifically, the ALJ found that Standard Innovation had not satisfied the economic prong of the

domestic industry requirement. The ALJ found, however, that the accused products infringe the



‘ assérted claims, that the asserted claims were not shown to be invalid, and that the technical
prc;ng of thg domestic industry requirement was shown to be satisfied.

On January 22, 2013, Standard Innovation and the Commission investigative atfomey
filed petitions for review of the final ID, and the remaining respondents in the investigation. filed
a contingent petition for review. On January 30, 2013, each patty filed a response.

On March 25, 2013, the Commission determined to review the ID in its entirety and
posed questions to the parties concefning the satisfaction of the economic prong of the domestic |
industry and remedy, the public interest, and bonding. The parties and the IA submitted briefs
on April 8, 2013, and briefs in reply on April 15, 2013. The target date for completion of the |
investigation was also extended until June 17, 2013.

On June 17, 2013, the Commission issued its final determingtibn finding that Standard
Innovation had satisfied the economic prong of the domestic industry requirement and that
Standard Innovation had proven a violation of Section 337 by reason of infringement of the *605
patent. Based on evidence of a pattern of violation and difficulty ascertaining the source of the
infringing products, the Commission issued a general exclusion order against certain
kinesiotherépy devices that infringe the *605 patent. The Commission also issued cease and
desist orders against the follow@ng respondents: LELO Inc. of San Jose, California; PHE, Inc.
d/b/a Adam & Eve of Hillsborough, North Carolina; Nalpac Enterprises, Ltd. of Ferndale,
Michigan; E.T.C. Inc. (d/b/a Eldorado Trading Company, Inc.) of Broomfield, Colorad‘o;
Williams Trading Co., Inc. of Pennsauken, New Jetsey; Honey’s Place Inc. of San Fernando,
| California; and Lover’s Lane & Co. of Plymouéh, Michigan. The Commission’s remedial orders

allowed entry under bond during the Presidential review period.



On August 26,_ 2013, réspondents LELO, Inc. and"I';eloilAB ﬁled-a notice of appeal with
the U.S. Co'ﬁrt ;f Apﬁeals for the F ederal Circuit seeking review of the Commission’s final
determination. Standard Innovation intervened in the appeal and the parties filed briefs with the
Court. On May 11, 2015, the Federal Circuit issued its opinion in Lelo Inc. v. International
~ Trade Commzsszon, 786 F.3d 879 (Fed. Cir: 2015). The Court indicated that the Commission
had erred in relying solely upon qualitative factors to find “significant investment in plant and .
equipment” and “significant employment of labor or capital” under prongs (A) and (B) of the
domestic industry requirement. Accordingly, the Court reversed the Commission’s finding of a
VlOlatIOIl of 19 U S.C. § 1337. The Court issued its mandate on July 2, 2015.

As the U.S. Court of Appeals for the Federal Clrcuxt has reversed the Commission’s
. finding of violation, the Commission has deteérmined that ‘ihere is no longer a basis for the
_ general exclusion order or the cease and desist orders previ,ouslyissued 1n this investigation.

Accordingly, it is hereby ORDERED THAT:

1. . The general exclusion order in this investigation is rescinded.
2. The cease and desist orders in this investigation are rescinded.
3. The Seoretary shall serve a copy of this order on all parties of record and

publish notice theteof in the Federal Regzster

By order of the Commission.

| CFar

Lisa R. Barton
Secretary to the Commission

Issued: July 21,2015



CERTAIN KINESIOTHERAPY DEVICES " Inv. No. 337-TA-823

PUBLIC CERTIFICATE OF SERVICE

I, Lisa R. Barton, hereby certify that the attached COMMISSION ORDER has been
served upon the following parties as indicated, July 23, 20185.

Lisa R. Barton, Secretary

U.S. International Trade Commission
500 E Street, SW, Room 112
Washington, DC 20436

COMPLAINANTS STANDARD INNOVATION
CORPORATION AND STANDARD INNOVATION (US)
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Robert P. Lord : [] Via Hand Delivery
OSHA LIANG LLP ‘ {11 Via Express Delivery
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Washington, DC 2003
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MOMENTUM MANAGEMENT, LLC, EVOLVED
NOVELTIES INC., PHE, INC., NALPAC ENTERPRISES.
LTD., E.T.C., INC., WILLIAMS TRADING CO., INC., AND

HONEY'S PLACE, INC.:

Michael H. Selter, Esq. ' [ Via Hand Delivery
MANELLI SELTER PLLC . [ Via Express Delivery
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Washington, DC 20036
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UNITED STATES INTERNAT IONAL TRADE COMMISSION
Washington, D c.

In the Matter of ' ‘ :
) : _ : \ Investigation No. 337-TA-823
CERTAIN KINESIOTHERAPY DEVICES : :
AND COMPONENTS THEREOF

FINAL COMMISSION DETERMINATION OF VIOLATION; ISSUANCE OF A
GL‘N]]RAL EXCLUSION ORDER AND CEASE AND DESIST ORDERS AND
TERMINATION OF THE INVESTIGATION

AGENCY:  U.S. International Trade Commission.
ACTION N0t1ce

SUM]\IARY Notice is hereby glven that the U.S. Intematlonal Trade Commlssmn has
terminated the above—capnoned investigation with a finding of violation of section 337, and has
issued a general exclusion order directed against infringing kinesiotherapy devices and
components thereof, and cease and desist orders directed against respondents LELO Inc. of San
Jose, California; PHE, Inc. d/b/a Adam & Eve of Hillsborough, North Carolina; Nalpac
Enterprises, Ltd. of Ferndale, Michigan; E.T.C. Inc. (d/b/a Eldorado Trading Company, Inc.) of
Broomfield, Colorado; Williams Trading Co., Inc. of Pennsauken, New Jersey; Honey’s Place
Inc. of San Fernando, California; and Lover’s Lane & Co. of Plymouth, Mlclngan The
investigation is terminated.

FOR FURTHER INFORMATION CONTACT: Michael K. Haldenstein, Office of the
General Counsel, U.S. International Trade Commission, 500 E Street, S.W., Washington, D.C.
20436, telephone (202) 205-3041. Copies of non-confidential documents filed in connection
with this investigation are or will be available for inspection during official business hours (8 45
a.am. to 5:15 p.m.) in the Office of the Secretary, U.S. International Trade Commission, 500 E
Street,'S.W., Washington, D.C: 20436, telephone (202) 205-2000. General information.
concerning the Commission may also be obtained by accessing its Internet server

- (http://www.usitc.gov). The public record for this investigation may be viewed on the -
Commission's electronic docket (EDIS) at Jtp: Hedis. usitc. gov. Hearmg—lmpalred persons are
advised that information on this matter can be obtamed by contactmg the Comnnssmn s TDD

‘“‘“_“—te‘l minatom (202)265“1 L S — e

SUPPLEMENTARY IN FORMATION ‘The Commlssmn mstltuted th1s mvesngatlon on:
January 10, 2012, based on a complaint filed by Standard Innovation Corporation of Ottawa,

ON, Canada and Standard Innovation (US) Corp. of Wilmington, Delaware (collectively,
“Standard Innovatlon”) 77 Fed. Reg. 1504 (Jan. 10, 2012). The complamt alleged violations of -
section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337, by reason of mﬁ’mgement
of certain claims of United States Patent Nos. 7,931,605 (“the ‘605 patent”) and D605,779 (“the



D779 patent”) The complaint named twenty-one busmess entities as respondents, several of
which have since been terminated from the investigation based upon consent orders or
withdrawal of the complaint. On July 25, 2012, the Commission detérmined not to review an ID
(Order No. 25) granunU Standard Innova’uon ] mo’aon to w1thdraW the D*779 patent from the
mves‘agatlon ‘

An ev1dent1a1 y healmg was held from August 21 2012, to August 24, 201’)

On January 8, 2013, the ALJ 1ssued a ﬁnaI initial determmatlon (“ID”) finding no vwlatlon of

- section 337. The ALJ also issued a recommended determination on remedy and bonding on

January 22, 2013. Spec1fically, the:ALJ found that Standard Innovation had not satisfied the

economic prong of the domestic industry tequirement of section 337. The ALJ found, however,

~ that the accused products infringe the asserted claims, that the asserted claims were not shown to -
be invalid, and that the techmcal prong of the domest1o mdustry 1equ1:rement was shown to be

satisfied. - o S

On January 22, 2013, Standard Innovation and the Commission investigative attorney
(“1A7) filed petitions for review of the final ID. Also on January 22, 2013, the respondents -
remaining in the investigation filed a joint contmgent petltlon for review.- On January 30, 2013,
the parties filed responses to the petmons : : -

On Match 25, 2013 the Commission determined to review the ID in its entirety and
posed four questions to the parties concerning the economic prong of the domestic industry
requn ement of section 337. The parties and the IA submitted briefs on April 8, 2013, and briefs
in-reply on Apnl 15, 2013 concerning the Commission’s questions and remedy, the public
interest, and bonding. The, Comrmss1on extended the target date to June 7, 2013 and then to June
17 2013. : -

~ Having exammed the record in this investigation, mcludmg the ID, the petltlons f01

 review, and the submissions on review and responses thereto, the Commission has determined.

that Standard Innovation has satisfied the domestic mdustry requirement and that thereisa

- violation of section 337 with respect to clalms 1 '7 9- 21 23 24, 33-40, 42-54, 56 57, 66 73, 75— )
- 87, 89,-and 90 of the: *605-patent. - e , -

“The Commission has also made its determination on the issues of remedy, the public:
interest, and bonding. The Commission has determined that the appropriate form of reliefis
* both: (1) a general exclusion order prohibiting the unlicensed entry of kinesiotherapy devices .
and components thereof that infringe claims 1-7, 9-21,23, 24, 33-40, 42-54, 56, 57, 66-73, 75-87, -
89, or 90 of the *605 patent; and (2) cease and desist orders prohlbltmg LELO Inc ‘of San Jose

California; PHE, Inc. d/b/a Adam & Eve of Hlllsbmough North Carolina; Nalpac Enterpnses,
Ltd. of Ferndale, Michigan; E.T.C. Inc. (d/b/a Eldorado Trading Company, Inc.) of Broomfield,
Colorado; Williams Trading Co., Inc. of Pennsauken, New Jersey; Honey’s Place Inc. of San
Fernando, California; and Lover’s Lane & Co. of Plymouth, Michigan from conducting any of
the following activities in the United States: importing, selling, marketing, advertising,



distributing, offering for sale, transferring (except for exportation), and soliciting U.S. agents or
distributors for, kinesiotherapy devices and components with respect to the same claims.

The Commission further determined that the public interest factors enumerated in section
337(d)(1) and (H)(1) (19 U.S.C. §§ 1337(d)(1), (£)(1)) do not prechude issuance of the general
exclusion order or the cease and desist orders. Finally, the Commission determined that there
shall be a bond in the amount of zero percent of entered value to permit temporary importation -
durmg the period of Presidential review (19 U.S.C. § 1337(j)). The Commission’s orders and
opinion were delivered to the President and to the Umted States Trade Rep1esentat1ve on the day
of their i issuance.

- The Commiss:EOn has tetminated this invesfigation. The authority for the Commission’s
determination is contained in section 337 of the Tariff Act of 1930, as amended (19 U.S.C. §
1337), and in section 210.50 of the COIIIHIISSIOH s Rules of Practwe and Procedure (19 C. F.R. §
210.50).

By otder of the Commission.

Lisa R. Barton
Acting Secretary to the Commission

Issued: June 17,2013 -



UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, DC

In the Matter of

CERTAIN KINESIOTHERAPY DEVICES Investigation No. 337-TA-823

AND COMPONENTS THEREOF

GENERAL EXCLUSION ORDER

The Commission has determined that there is a violation of Section 337 of the Tariff Act
of 1930, as amended (19 U.S.C. § 1337), in the unlawful importation and sale of certain
kinesiotherapy devices and components thereof infringe claims 1-7, 9-21, 23, 24, 26, 33-40, 42-
54,56, 57, 59, 66-73, 75-87, 89, and 90 of U.S. Patent No. 7,931,605l (“the ‘605 patent”).

Having reviewed the record in this investigation, including the written submissions of the
parties, the Commission has made its determinations on the issues of remedy, the public inferest,
and bonding. The Commission has determined that a general exclusion from entry for

consumption is necessary because there is a pattern of violation of section 337 and it is difficult

-to identify the source of the infringing products. Accordingly, the Commission has determined

to issue a general exclusion order prohibiting the unlicensed importation of infringing
kinesiotherapy devices and components thereof (“covered products”).

The Commission has also determined that the public interest factors enumerated in
19 U.S.C. § 1337(d) do not preclude the issuance of the general exclusion order; and that the

bond be shall be in the amount of zero percent of the entered value for all covered products

during the Presidential review period.
Accordingly, the Commission hereby ORDERS that:
1. Kinesiotherapy devices and components thereof are infringed by one or more of

claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59, 66-73, 75-87, 89, and 90 of



the ’605 patent (“covered products”) are excluded from entry into the United
States for consumption, entry for consumption from a foreign-trade zone, or
withdrawal from a warehouse for consumption, for the remaining term of the
patent, except under license of thp patent owner or as provided by law.
Notwithstanding paragraph 1 of this Order, the aforesaid kinesiomerapjr devices
and components thereof are entitled to entry into the United States for
consumption, entry for consumption from a foreign-trade zone, or withdrawal
from a warehouse for consumption under bond in the amount of zero percent of
the entéred value for the covered products, pursuant to subsection (j) of

Section 337 (19 U.S.C. § 1337(j)) and the Presidential memorandum for the
Unitéd States Trade Representative of July 21, 2005 (70 Fed. Reg. 43,251), from
the day after this Order is received by the United States Trade Representativev
until such time as the United States Trade Representative notifies the Commission
that this Order is approved or disapproved but, in any event, not later than sixty
days after the date of receipt of this Order.

At the discretion of U.S. Customs and Border Protection (“CBP”) and pursuant to
procedures that it establishes, persons seeking to import kinesiotherapy devices
and components thereof that are potentially subject to this Order may be required
to certify that they are familiar with the terms of this Order, that they have made

_ appropriate inquiry, and thereupon state that, to the best of their knowledge and

belief, the products being imported are not excluded from entry under paragraph 1

of this Order. At its discretion, CBP may require persons who have provided the



certiﬁgation described in this paragraph to furnish such records or analyses as are
necessary to substantiate the certification.

4, In accordance with 19 U.S.C. § 1337(1), the provisions of this Order shall not
apply to kinesiotherapy devices and components thereof imported bj and for the
use of the United States, or imported for, and to Be used for, the United States
with the authorization or consent of the Government.

5. The Commission may modify this Order in accordance with the procedure
described in section 210.76 of the Commission’s Rules of Practice and Procedure
(19 C.F.R. § 210.76).

6. The Commission Secretafy shall serve copies of ;this Order upon each party of
record in this investigation and upon the Department of Health and Human
Services, the Department of Justice, the Federal Trade Commission, and U.S.
Customs and Border Protection. |

7. Notice of this Order shall be published in the Federal Register.

By order of the Commission.

LisaR. Barton
Acting Secretary to the Commission

Issued: June 17,2013




UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, DC

In the Matter of

CERTAIN KINESIOTHERAPY DEVICES | - [nvestigation No. 337-TA-823

AND COMPONENTS THEREOF

ORDER TO CEASE AND DESIST

IT IS HEREBY ORDERED THAT LELO Inc. of San Jose, California cease and desist

from conducting any of the following activities in the United States: importing, selling,

marketing, advertising, distributing, offering for sale, transferring (except for exportation), and

soliciting U.S. agents or distributors for, certain kinesiotherapy devices and components thereof

that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59, 66-73, 75-87, »

89 and 90 of U.S. Patent No. 7,931,605 (“the *605 patent”) in violation of section 337 of the
Tariff Act of 1930, as amended, 19 U.S.C. § 1337.
1.
Definitions
As used in this Order:
(A) “Commission” shall mean the United States International Trade Commission.
(B) “Complainants” shall mean Standard Innovation (US) Corp. and Standard

_ Innovation Corporation.

(C) “Respondent” means LELO Inc. of San Jose, California.
(D) “Person” shall mean an individual, or any non-governmental partnership, firm,
association, corporation, or other legal or business entity other than the Respondent or its

majority owned or controlled subsidiaries, successors, or assigns.



(F) “United States” shall mean the fifty States, the District of Columbia, and Puerto
Rico.

(F) The femns “import” and “iniportation” refer to importation for entry for consumption
under the Customs laws of the United States.

(G) The term “covered products” shall mean kinesiotherapy devices and components.
thereof that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59, 66-73,
and 75-87, 89, and 90 of the *605 patent.

IL
Applicability

The provisions of this Cease and Desist Order shall apply to Respondent and to any of its
principals, stockholders, officers, directors, employees, agents, licensees, distributors, controlled
(whether by stock ownership or otherwise) and majority-owned business entities, successors, and
assigns, and to each of them, insofar as they are engaging in conduct prohibited by Section II,
infira, for, with, or otherwise oﬁ behalf of a Respondent.

IIIL.
Conduct Prohibited

The followiﬁg conduct of Respondent-inthe United States is prohibited by this Order.

For the remaining term of the 605 patent, Respondent shéll not: |

(A) import or sell for importation into the United States covered products;

@)Zgggr}ggtn,f distribute, offer for sale, sell, or otherwise transfer (except for exportation), in

the United States imported covered products;
(C) advertise imported covered products;

(D) solicit U.S. agents or distributors for imported covered products; or



(E) aid or abet other entities in the importation, sale for importation, sale after
importation, transfer, or distribution of covered products.
Iv.
Conduct Permitted
Notwithstanding any other provision of this Order, specific conduct otherwise prohibited
by the terms of this Order shall be permitted if, in a written instrument, the owner of the *605
patent licenses or authorizes such specific conduct, or such specific conduct is related to the
importation or sale of covered products by or for the United States.
V.
Reporting
The reporting periods shall commence on July 1 of each year and shall end on the
subsequent June 30. The first report required under this section shall cover the period from the
date of issuénoe of this order through June 30, 2013. The reporting requirement shall continue in
force until such time as Respondent has truthfully reported, in two consecutive timely filed
reports, that they have no inventory of covered products in the United States.

Within thirty (30) days of the last day of each reporting period, Respondent shall report to

~the Corniission (a) the quantity in units and the value in dollars of covered products that it has

__inventory in the United States at the end of the reporting period. Respondents filing written

(i) imported and/or (ii) sold in the United States after importation during the reporting period,

and (b) the quantity in units and value in dollars of reported covered products that remain in

submissions must file the original document and two copies with the Office of the Secretary.

Any Respondent desiring to submit a document to the Commission in confidence must file the



original and a public version of the original with the Office of the Secretary and serve a copy of
the confidential version on Complainant’s counsel.!

Any failure to make the required report or the filing of any false or inaccurate report shall
constitute a violation of this Order, and the submission of a false or inaccurate report may be
referred to the U.S. Department of Justice as a possible criminal violation of 18 U.S.C. § 1001.

VI.
Record-keeping and Inspection

(A) For the purpose of securing compliance with this Order, Respondent shall retain any
and all records relating to the sale, offer for sale, marketing, or distribution in the United States
of covered products, made and received in the usual and ordinary course of business, whether in
detail or in summary form, for a period of three (3) years from the close of the fiscal year to
which they pertain. |

(B) For the purpose of determining or securing compliance with this Order and for no
other purpose, and subject to any privilege recognized by the federal courts of the United States,
duly authorized representatives of the Commission, upon reasonable written notice by the
Commission or its staff, shall be permitted access and the right to inspect and copy in the
Respondent’s principal offices during office hours, and in the presence of counsel or other
représentatives if the Respondent so chooses, all books, ledgers, accounts, correspondence,
memoranda, and other records and documents, both in detail and in summary form as are

required to be retained by subparagraph VI(A) of this Order,

VII.

! Complainant must file a letter with the Secretary identifying the attorney to receive the reports or
bond information. The designated attorney must be on the protective order entered in the
investigation.



Service of Cease and Desist Order

Respondent is ordered and directed to:

(A)  Serve, within fifteen (15) days after the effective date of this Order, a copy of this
Order upon each of its respective officers, directors, managing agents, agents, and employees
who have any responsibility for the importation, marketing, distribution, or sale of imported
covered products in the United States;

(B)  Setve, within ﬁﬂeen (15) days after the successién of any persons referred to in
subparagraph VII(A) of this Order, a copy of the Order upon each successor; and

(Cy  Maintain such records as will show .the name, title, and address of each person
upon whom thcr Order has been served, as described in subparagraphs VII(A) and VII(B) of this
Order, togethet with the date on which service was made.

The obligations set forth in subparagraphs VII(B) and VII(C) shall remain in effect until
the date of expiration of the *605 patent.

VIIIL.
~ Confidentiality

Any request for confidential treatment of information obtained by the Commission
* pursuant to Sections V and VI of this Order should be in accordance with Commission Rule
201.6, 19 C.F.R. § 201.6. For all reports for which confidential treatment is sought, Respondent

must provide a public version of such report with confidential information redacted.

Enforcement



Violation of this Order may result in any of the actions specified in section 210.75 of the
Commission's Rules of Practice and Procedure, 19 C.F.R. § 210.75, including an action for civil
penalties in accordance with section 337(f) of the Tariff Act of 1930, 19 U.S.C. § 1337(f), and
any other action as the Commission may deem appropriate. In determining whether Respondent
is in violation of this Ofder, the Commission may infer facts adverse to Respondent if
Respondent fails to provide adequate or timely information,

X.
Modifiecation

The Commission may amend this Order on its own motion ot in accordance with the
procedure described in section 210.76 of the Commission's Rules of Practice and Procedure, 19
C.F.R. §210.76.

XI.
Bonding

The conduct prohibifed by Section III of this Order may be continued during the sixty
(60) day period in which this Order is under review by the United States Trade Representative as
delegated by the President, 70 Fed. Reg. 43251 (July 21, 2005), subject to Respondent posting a
bond in the amount of zero percent of the entered value for the covered products. This bond
provision does not apply to conduct that is otherwise permitted by Section IV of this Order.
Covered products imported on or after the date of issuance of this order are subject to the entry

_bond as set forth in the general exclusion order issued by the Commission, and are not subject to

this bond provision.
The bond is to be posted in accordance with the procedures established by the

Commission for the posting of bonds by complainants in connection with the issuance of



temporary exclusion orders. (See 19 C.F.R. § 210.68.) The bond and any accompanying
documentation is to be provided to and approved by the Commission prior to the commencement
of conduct which is otherwise prohibited by Section I of this Order. Upon acceptance of the
bond by the Secretary, (a) the Secretary will serve an acceptance letter on all parties and (b)
Réspondent must serve a copy of the bond and any acoompaﬁying documentation on
Complainaﬁt’s counsel.?

The bond is to be forfeited in the event that the United States Trade Representative
approves, or does not disapprove within the review period, this Order, unless the U.S. Court of
Appeals for the Federal Circuit, in a final judgment, reverses any Commission final
determination and order as to a Respondent on appeal, or unless Respondent exports or destro‘ys
the products subject to this bond and provides certification to that effect satisfactory to the
Commission.

The bond is to be released in the event the United States Trade Representative
disapproves this Order and 1o subsequent order is issued by the Commission and approved, or
not disapproved, by the United States Trade Representative, upon service on Respondent of an
order issued by the Commission based upon application therefore madé by Respondent to the

Commniission.

2 See Footnote 1.



By Order of the Commission.

‘ Issued: June 17, 2013

Lisa R. Barton
Acting Secretary to the Cominission



UNITED STA’[ES INTERNATIONAL TRADE COMMISSION
Washmgton, DC

o In the Matter of

CERTAIN KINESTOTHERAPY DEVICES |  Investigation No. 337-TA-823
 AND COMPONENTS THEREOF ' |

ORDER TO CEASE AND DESIST

- TS }mREBY oRDERED‘ THAT PHE, Inc. d/b/a Adam & Bve of Hillsborough, North
Cetolinn ce_dse nnd desist from oonduoting any of the following aetivities in the United‘ States:
impo‘rtin‘g, seﬂing, matlceting, advertising, dtetribnting,ioffeting -for sale, transfen:ing (exceptifor‘

: e)tportatiOn) and soliciting U.S. agents or distributors for, certajn kinesiotherapy devices and
components thereof that 1nﬁ1nge one or more of clalms 1-7,9-21, 23, 24 26, 33-40, 42- 54, 56
‘57 59, 66~ 73 75-87, 89 and 90 ofU S. Patent No. 7, 931 605 (“the *605 patent”) in v1olat10n of |
secuon 337 of the Tariff Act of 1930 as amended 19 U.S.C. § 1337.

L
Definitions . 3
:’As used in'this'Ofder“" | |
(A) “Commlssmn” shall mean the Umted States Intematxonal Trade Commlssmn
(B) “Complalnants” shall mean Standard Innovanon (Us) Corp and Standard o

R d,_InnovanorLCoLpo;atlon P S v; e

{(C) “Respondent” means PHE, Tne. d/b/a Adam & Eve of Hlllsborough North

Carohna.



D) “‘Person”rshall mean an individual, or any non-governmental partnership, firm,
association, corporation, or other legal or business entity other than the Respondent or its
majorifty o@ed or coﬁtrolled subsidiaries, Suqcessors, or assigns.
(B) “United Stétes” shail meah the fifty States, thé'District of Columbia, and Puerto
Rico. |
-(F) The terms “import” and “importation” refer to importation for entry for consumption
under the Custdms laws ofrthe United States.
(G) The térnarv“covered products” shall mean kinésiothe’rapy devices and components
* thercof that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59, 66-73,
~ and 75;87, 89, and 90 of the 605 patent,
| | IL.
| Applicability
The proVisioné of this Cease anci Desist Ordér shall apply to Respondent and to any of its |
pﬁncipals, ,stockholdérs, ofﬁcers, diréctors, employees, agents, licensees? distributors, controlled |
(whether by sto ck ownership or otherwise) and majority-owned business entities, successors, and
-. 'aféSigM, and to each of them, insefar as they are engaging in conduct prohibited by Section I11,
o infia, "féi‘, with, or otherwise on behalf of a Respondent. -
R B

Conduct Prohibited

'—'-—~mw.‘;w__,ilihe‘ieﬂewmgeeaduetﬁof&espon@enpinkth&UniiecLiState&i&proI;ibitedixyihi&()rﬂ et
* For the remaining term of the *605 patent; Respondent shall not:

(A)import or sell for importation into the United States covered products;



(B) market, distribute, offer for sale, sell, or otherwise transfer (except for expoftat’ion), in
 the United States imported covered products;
(C) adver tlse imported covered products
(D) solicit U S agents or distributors for 1mported covered products; or
(E)aid ’or.abet,other.enunes--m‘the unpoﬁgpon,ﬁ .sale‘for unportatlon', sale after
: importation, transfer, or distribution of ‘cevered products.
IV,
Conduct Permitted
Notw1thstandmg any other prov1smn of ﬂns Order spemﬁc conduct otherwise proh1b1ted
by the terms of this Order shall be pel:rmtted if,ina m1ﬁeg instrument, the owner of the 605
'petent -Heenees or authorizes such speciﬁe conduct, or such specific cenduct isrelated to the
importation or sale of covered prdducts by or for the United States.
V.
| ' Reporting
- The reporting periods shall commence on July 1 of each year and shall end on the
éﬁbseQueht June 30. 'The_ first report required under this section shall eover thepetiod from the
date of issuance of this order through June 30, 2013. The reporting requirement'shell continue in
. force unfﬂ such fime as Reépoildent ha’é truthfully repofted, in ’t'wo consecutive timely filed

reports, that they have no 111vento1y of covered products in the United States

4—,—4;;%*«\&111;139;41;13@(39}41@&0{‘ the last day. oﬁeachlepmupvpelmd,rllespondentshaﬂ report to
the Commission (a) the quantity in units and the value in dollars of covered products that it has
‘(1) nnported and/or (11) sold in the United States afcer unportatlon durmg the reportmg penod

and (b) the quantlty in units and Value in do]lars of reported cove1 ed ploducts that temain in

1



inventory in the United States at the end of the reporting period. Respondents filing written
submisﬁons must file the original document and two copies with the Office of the Secretary.

~ Any Réspondénf désiring,to submit a document to the Coﬁnﬁiss‘ion in confidence must file the
original and a publié Vérsion of ‘the origirial with the Office of the Sécretary and serve a copy of
the confidential ?ersion on Complainant’s counsel.!

Any failure to make the required report or the filing of any false or inaccurate report shall
‘constitﬁte‘ a violation of this Order, and the submission of a false or inaccurate report may be
réferfec{ to thé U.S; Departihent of Justice as aﬁossiblé criml;nal_‘ violation of 18 U.S.C. § 1001.

R'e;:()rd-keeping and Inspection
(A) For the purpose of securing compliance with this Order, Respondent shall retain any ;
| and aﬂ records relating to the Salé, offer for sale, marketing, or distribution in the United States
| rof coveted products, made and reccived in the usﬁai and or'dinai’yi course of business, whethet in
détail or in summary form, for a period of three .(3) years from the closev of the ﬁscal year to
which they pertain.

(B) For the purpose of determining or-securing compliance with this Order and for no
other purpose, and subj eét to any privilege recognized by ﬂ;e feciefal courts of the United"Sta;ceS, '
duly aiifhoﬁzéd représéiltf;iiiveé vof the .Conimi:ssion; ﬁpon reaéona{ble wntten no’ace by >the‘

Commission or its staff, shall be permitted access and the right to inspect and copy in the

_Respondent’s principal offices during office hours, and in the presence of counsel or other -
: 'S pHcIp

representatives if the Respondent so chooses, all books, ledgers, accounts, corfespondence’, 7

! Complainant must ﬁ!e a letter with the S@acretary identifying the attorney to receive the reports or
bond information. The designated attorney must be on the protective order entered in the
- investigation. : R



memoranda, and other records and documents, both in detail and in summary form as are
required to be retained by Sﬁbpamgrapll VI(A) of this Order.
: Service of Cease aﬁd Desist:.QrdeVrA
Respondent is ordered and directed to: .
(A)  Serve, within fifteen (15) days after the effectlve date of this Order a copy of this
Order upon each of its 1espect1ve ofﬁce1s dlrectms managing agents agents and employees
- who have any respons1b11;ty for the 1mportafuon, marketmg, distribution, or sale of lmported |
covered products in fhe United States; | |
(). Serve, within fifteen (15) days after the succession of any persons refetred to in-
subpal agraph VII(A) of this Order, a copy of the Order upon each successor; and
(C) - Maintain such records as will show the name, title, and address of each person
upon whom the OldEI has been served, as descrlbed in subparagraphs VII(A) and VII(B) of this |
Order to gether with the date on which service was made
. The obligations set forth in subparagraphs VII(B) and VII(C) shall remain in effect until
the date of expiration of  the *605 patent. |
VIIL
Conﬁdentlahty

Any request for conﬁdennal treatment of mformatlon obtamed by the Comnnssmn

pursuant o Secnons V and VI of this Order should be in accordance with.Commission Rule-

201.6, 19 C.F:R. § 201.6. For all reports for which conﬁdenr'tialb treatment is sought, Respondent

must provide a public version of such report with confidential information redacted.



IX.
Ehfo’rcemeﬂ
Vlole‘uon of thls Order may result in any of the actions spec1ﬁed in sectlon 210.75 of the
Coonmssmn 's Rules of Prac’uce and Procedure 19CFR. § 21 0. 7 5, including an action for civil
: penalnes, in accordance with section 337(f)iofthe Tariff Act of 1930, 19 U.S.C. § 1337(f), and
any other action as‘t»he' Commesion may deem appfopriate. In determining whether ‘Resﬁ)ondent
isin Violatioll of this Order, the Cofnmiesion may infer facts adverse to Respondent if
Respondeof fails to prov_ide adequate or dmely inform'eﬁonl
‘ . -
Modification
The Commission may amend tlns Order on its own motion or in accordance with the
procedure desc1'ibed in section 210.76 of the Coirnmission'SiRules: of Practice and Procedure, 19
CF.R. §210.76. |
| XT,
Bonding

The conduct proh.lblted by Section Il of this Order may be contmued during the sixty

o (60) day penod in whlch this Olde1 is under 1ev1ew by the Umted States Trade Representaﬁve as

delegated by the PreSIdent, 70 Fed Reg 43251 (July 21 2005) subject to Respondent postmg a R
bond in the amount of ZEero percent of the entered value for the covered products. This bond
;-r%ﬂﬁ%prox:;&or;doeegoteppw.tdconduct.thaLl_sloﬂ1e1w1sepenmﬁ:edb¥c8ecnomlofih1&,0mer ,
Covered products imported-on or after the date of issuance of this order are subject to the entry
bond ae set forth in the general exclusion order issued by the 'Cofomissioﬁ; and are not subject to

" this bond provision.



The bond is to be posted in accordance with the procedures established by the

| Commission for the posting of Bonds by complainants in connection with the issuance of
Vtemporary ekclusion 01‘der$. (See19CFR. § 21068) The boﬁd and :any accompanying |
doCumentétion isto be provide‘d. to and approved By the Commission 131‘101" to the commencement
of conduct which is otherwise prohibited by Section III of this Order. Upén acceptance of the-

- bond by the Secretary, (2) the Secretary will serve an acceptance letter on all parties and (b)
Respondent must serve a ;:opy of the bond and any accompanying documentation on-
Conlplaiﬁant’s counrsel.2 | | |

The bond is.to be forfeited in the event that the Ulﬁted States Trade Repressntative
approves, or does not disépprove within the review period, this Order, unless the US Court of
Appeals for the Federal Circuit, in a final judgmeﬁt, reverses any Commission final
determinati_on 'énd order aé to & Respondent on appeal, or unless Respondent expoits or destrojrs
the products:subj éct to this boﬁd and prévides éeiﬁﬁcation tbj that effect saﬁsfaf;tory to the |

| Commissioﬁ. | |

The bond is to be released in the event the United States Trade Representati\fe
disapproves this Order and no subsequeﬁt order is issued by the Comnﬁssibn and approved, or

K not‘disapproVéd', by the .United‘VStates Tradé’Répresentative, updn'serviée ‘on'Re‘sI:)'ond‘eﬁt of an
- ordér' iis‘suec»i.bry tHe Com;jiissioﬁ based upon appliéaﬁoﬁ théréfofe .macie by Respondént fo the |
Comnﬁssi§n. | | o |

2 See Footnote 1



- By Order of the Commission.

a

 LisaR. Barton -
Acting Secretary to the Commission

Issued: June 17,2013




. UNITED STATES INTERNATIONAL TRADE COMMISSION
Washmgton, DC

In the Matter of

CERTAIN KINESIOTHERAPY DEVICES Investigation No. 337-TA-823

AND COMPONENTS THEREOF

_ ORDER TO CEASE AND DESIST

IT IS HEREBY ORDERED THAT Nalpac Enterprlses Ltd. of Ferndale Mclnga.n cease
A Vand desmt from conductmg any of the follomng act1v1t1es in the Unlted States nnportmg,
selling, marketmg, advertising, distributing, offering for sale, transferring (except for
éxﬁortatioh), and soliciting U.S, agents or distributors for, certain Kinesiotherapy devices and
components thereof that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33'—40, 42-54, 56,
57, 59, 66-73, 7'5-87; 89 and 90 of U.S. Patent No. 7,931,605 (“the 605 patent”) in violation of
section 337 of the Tariff Act of 1930, as amended, 19 US.C. §1337.
) | L
Definitions
'As used in this Order:
(A) “Comm1ss1on” shall mean the Umted States Intematlonal Tr ade Commission.

(B) “Complamants” shall mean Standard Innovatlon (US) Corp and Standard

i~ Innovation Corporation; ... . - — I

- © ‘-‘Rcspondent” means Nalpac Enterprises, Ltd. of Ferndale, Michigén.



(D) “Person” shall mean an individual, or any non-governmental partnérship, firm,

 association, corporation, or other legal or business entity other than the Respondent or its

majority owned or controlled subsidiaries, successors, or assigns.

(E) “United States” shadl_ mean the fifty States, the District of Columbia, and Puerto
Rico:

(F) The ‘terjrilsl “i,mport;’ and “iniportation” refer to importation for entry: for consumption
under the Customs laws of the United States. |

(G) The term ‘cover ed products” shall mean kmesmtherapsr dev1ces end components
thereof that mfnnge one or more of olanns 1- 7 9—21 23, 24 26 33- 40 42-54, 56, 57, 59, 66-73,
and 75—87, 89, and 90 of the *605 patent.

IL
‘Applicability

The p10v1s1ons of this Cease and Desist Order Sh‘lll apply to Respondent and to any of its |

principals, stockholders ofﬁcers dlrectors employees, aoents hcensees distributors, contlolled

(whether by stock ownership or otherwise) and majority-owned busn_less entities, successors, and

- assigns, and to each of them, insofar as they are engaging in conduct prohibited by Section III,

" infra, for, with, or otherwise on behalf of a Respondent.

111,

Conduct Prohibited

,,‘*.,;,;l_lheefollomngrconductof RespondentmthellmtedStateSJsptoh;bnedb;eth;se()xderﬁ

For the remaining tern of the ’605 patent Respondent shall not

(A) import or sell for impoftation into the United States covered products;



(B) market, distribute, offer for sele, sell, or othelwise transfer (except for exportation), in
the United States unported covered products
(C) advertrse unported covered products,
D) .s’ohmt U.Ss. agents or dlstrlbutors for. miportedc(wered products; or - '
(E) ai_d or abet other entitiee in the importation, sale for importation, sale after
| importation, "transfer,' or distribution of covered products.
W
| | Conduct Permitted
Notwithstanding any oth_er provision of this Order, specific conduct othervvlse prohibited
by the terms of this Order shall be permitted‘, if, in a written instrument, the owner of the *605-
patent licenses or authorizes such specific conduct, or such specific conduct is related to the
importatior or sale of covered products by or for the United States.
V.
Reporting
The reporting periods shall commence on July 1 of each year and shall end on the
subsequent June 30. The first report req’dired under this seetion shall ‘eover the'period from the
date of issuance of th13 order through June 30, 2013. The reporting requuement shall continue in-
force unt11 such time as Respondent has truthfully reported in two consecutwe trmely ﬁled -

re_ports, that they have no inventory of covered products in the United States.

_ Within thirty (30) days of the last day of each reporting period, Respondent shall reportto . - -
- the Comrhission (a) the quantity in units and the value in dollars of covered products that it has
(1) 1mported and/or (u) sold in the United States after 1mp01tat10n durmg the reportmg pemod

, and (b) the quantrty in umts and value in dollars of reported covered products that remain in

G



inventory in the United States at the end of the reporting period. Respondents filing written
s_ublﬁissions‘muSt file the drigi’nal, document and two copies with the Office of the Secretary.

Any Responde;n‘t deéiring tb submit a document to the Commission in coﬁﬁdence must ﬁle the
original and a public.'versiqn of the original with the Office of the Secretary and serve a éopy of :
the confidential ?ersion on Complainant’s counsel.!

Any failure to make the 1equ1red report ot t the filing of any false or inaccurate 1epo1't shall
constltute a v1olat10n of t}ns Order, and the submission of a false or inaccur ate report may be |
referred to the US Department of Justice as a possible criminal violation of 18 U.S.C. § 1001.

| VL | | |
Record-keeping and Inspection 7

(A) For the purpose of securing compliance with this Order, Respondent shall retain any
and all records relating to the sale, offer for sale, marketing, or distribution in the United S’tates
of covered products, méde and received in the usﬁél and ordinary coufsé‘ of businesé, wﬁethef in
detail or in sunﬁnaw form, for a period of three (3) years from the close of the fiscal year to
which they pertain.

(B) For the purpose of determining or securing compliance with this Ofder and for no

7 othier pﬁipos'e,' and sﬁbjééf to any :p'r”iVile‘g‘e i‘ééégniZédlby the f‘edei‘al éoﬁrt‘s‘,nof the United States,
duly authonzed representatives of the Commlssmn, upon reasonable wr1tten notice by the
| Comrmssmn or its staff, shall be pemutted access and the right to mspect and copy in the
-~ —————Respondent’s principal offices during office-hours, andani—h&preseneeﬂhsounselm_ethep%%ﬁ—%—;:f)——~~

- representatives if the Respondent so chooses, all books, ledgers, accounts, correspondence,

Complamant must ﬁle a letter w1th the Secretary ldentxfymg the attorney to receive the reports or
bond mformatlon The deSIgnated attorney must be on the protective order entered in the
Vesugatlon



ﬁ"ﬁmﬁtﬁSééﬁc?ﬁsgv"a‘nd*VTQﬁhisOrder‘ﬂshouldffbt%inﬁceordancewiﬂa%oﬁamissiﬂﬁ:]&ule

fnemoranda, and other records and documents, both in detail and in sﬁmmary form as are
required to be ré‘taﬁned by subparagraph VI(A) of this Order.
Service of Cea‘ser and Desisf—‘Order
Respondent is ordered and directed to:

(A) .Serve,‘withjn'ﬁﬁeen (15) days after the effecﬁve date of this Otder, a‘cop‘y of this
Order upon each of its respective officers, directors, maﬁaging agents, agents, and employees
who have aﬁy résponsibility ‘fc.)r- the importation, maxl;eﬁng, distribution, or sale of imported
| cbifered prdducts in fhe United States; .

(B) S'erve?‘within‘ﬁfteen (15) days after the succession of any .perso:n,s referred to in
subparagraph VII(A) of this Order, a copy of the Order upon each successor; and

(C)  Maintain such records as will show the name, title, and address of each person
upon whom the Order has been served, as described in subparagraphs VII(A) and VII(B) of fhis
Order, together with thc;_ date on Whiqh service Was madé. | |

| The obligétions set-forth in éubparagraphs VII(B) and VII(C) shaﬂ rémain in effect until

the date of expiration of the *605 patent.”
| Conﬁdéﬁ:tiality

Any request for confidential treatment of information obtained by the Commission

201.6, 19 C.F.R, § 201.6. Forall repofts for which confidential treatment is sought, Respondent

'must provide a public version of such report with confidential information redacted.



1). 6
Enforcement
Violation of tlﬁs Order‘may' resﬁlt'in any of the actions specified in section 210.75 of the

Commission's ques ‘o,f Practicé ‘and Procédure, 19 CFR § 2VlOr.75, including an actipn for civil |
penalties in accér‘dance with section 337(f) of the Tariff Act of 1930, 19 U.S.C. § 1337(f), and
any other action as the Commission may deem appropriate. In determining whether Respondent
isin vibIatipn of this Order, the Commission may infer facts adverse to Respondent if
ReSpondent fails to p‘r:ovide adequate or time’ly information.

Modification .

- The Commission may amend this Order on its own motion or in accordance with fhe
procedure descﬁbed in secﬁon 210.76 of the Commission's Rules of Practice rand Procedure, 19
C.F.R. § 210.76. | |

XL
Bonding
- The conduct 'pi'ohibited by Secti‘oﬁ III of this Order may be continued during the sixty.
~ (60) day period in which this Ofdef is under review by the Unﬁed States Trade Representative as

délegatéd by the Pres:i‘dvent, 70 VFe‘d."Rerg. 43251 (July 21, 2(505), subjécf to R%:épéndent posting a

bond in the a;mount of zero ﬁéfcent of thej entered value for the covered prodﬁcfs. This bond
——————provision does not-apply to-conduct that is otherwise permitted by Section IV.of thisOrder.. - .

Covered producv:tsﬂimi)borted on or after thé date of issuance of this order are subject to the entry

bond as set forth in the general exclusion order issued by the Commission, and are not subject to

this bond provision.



The bond is to be posted in accordance with the procedures established by the
Commission for the posting of bonds by complainants in connection with the issuance of
temporary exclnsion ordels (See 19 C.F.R. §210.68.) The nond and any aecompanymg
dqcnrnentation isto be provided to and approved by the CeMssion priot Vto‘the commencement
of conduct which is otherwise prolnbited by Section ITT of this Order. Upon acceptance of the |
~ bond by the Secretary, (a) the Secretary will serve an acceptance letter on all parties and (b)
Respondent must serve a{ copy-of the bond and any accompanying documentation on
Complainant’ s counsel.2 “ | |

| The bond is to be forfeited in tne event that the United States Trade Representative
- approves, or doés not disapprove within, the 1‘eview peﬁod, this Order, unllessrthe U.S. Court of
- Appeals for the F ederal Circuit, in a final judgment, reverses any Commission final
determination and order as to a Respondent on appeal, or unless Respondent exports or destroys
the products subjeet to this bond’and‘ pfovides cerﬁﬁcatibn fo that effect satisfactory to the
Commission. | |

L ?‘The bond is ’po bereleased in the event the Uni‘eed States Tracle Representative
disapproves this Order and no subsequent order is issued by the Commission and approved, or
ot d1sapp10ved: by the United States Trade 1Repne"seiit%ét"five, upon service on Respondent of an -
) order issued By the Cnmmissien based upon applicaﬁo‘n tllei'efofe made by‘rRespondent to the

Commission.

2 See Footnote 1.



By Order of the Commission.

- Issued: June 17,_:2013

~ Lisa R,‘Baﬁon; , ‘
Acting Secretary to the Commission




UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, DC

—

In the Matter of

CERTAIN KINESIOTH]IRAPY DEVICES
"~ AND COMPONENTS THEREOF

Investigation No. 337-TA-823

| ORDERTO CEASE AND DESIST

IT IS HEREBY ORDERED THAT E.T. C Inc (d/b/a Eldorado Tradmg Company, Inc.)
of Broomﬂeld Colmado cease and deSISt from conductmg any of the following activities in the
- United States: importing, selling, markg:ting, advertis‘ing, d;stl'lbuting, offering for sale,
transferring (except for exportation), and soliciting U.S. ageﬁts or distributors for, certain
kmesmthmapy devices and components thereof that mfrmge one or more of claims 1-7, 9-21, 23,
24, 26, 33-40, 42-54, 56 57 59, 66-73, 75- 87, 89 and 90 of U.S. Patent No 7 931 605 (“thé ’605
patent?’) mvxolatton of section 337 of the Tariff Act of 1930, as amended, 19U.S.C. § 1337.

| L
| Definitions

As used in this Orciér: |

(A) “Comm1ssmn” shall mean the Umted States Intemanonal T1ade Conmussmn o

(B) “Complamants” shall mean Standard Innovation (U S) Corp and Standard

_Innovation Corporation. S e

©) “Respondent”means E.T;C;'Inéi (d/b/a Eldorado Trading Company, Inc.) of

Broomfield, Colorado.



(D) “Person” shall mean an individual, or any non-governmental partnership, firm,
association, cofpbration, or other legal or business entity other than the Respondent or its
majority owned ot controlled subéidiaties, SUCCEsSors, or assigns.

(E): "‘United States” shall meaﬁ the fifty States, the ljistrict of Columbia, and Puerto

- Rico.
(F) The terms “import” and “importation™ refer to importation for entty for consumption
" under the Customs laws of the United States.
| | (G) ‘The_:: ’tem; “chcredr erOdﬁcts” shall r‘nean‘ kinesiéfhefapy devices and co;nponeﬁté
thercof that infringe one or more of claims 1.7, 921, 23,24, 26, 3340, 42-54, 56, 57, 59, 66-73,
) and 75-87, 89, and 90 of the *605 patent. |
IL
Applicability
Thé provisions of thfs Ceésé and Desist Or&er' shail Iappl_y to Respohdent and to ény of its
| principals, stoc];hplders, officers, directérs, employees, agehts, Iic_:ensées, distributors’, controlled
(whether by stock ownership or otherwise) and maj ority-owned business entitics, sﬁccessors, vand
- assigns, and to each of them, insofar as they are engaging in conduct prohibitéd by Sectidn 1,
infia, for, with, or ofherwise on behalf of a Respondeit |

Conduct Prohibited

ww o ——Thefollowing conduct of Respondent in the United States is prohibited by this Order. ..
| For the remaining term of the *605 patent, Respondent shall not: - -

(A) import or sell for importation into the United States covered products;



03) market, distribute, offer for sale, sell, or otherwise transfer (except for exportation), in
the United States imported covered products
(C) advertrse unported covered products
®) sohcrt U. S aoents or drstnbutors for nuported cover ed products or'
(E) aid or abet other entities mthe unportetron, sale for importation, sale after.
irnportatiou;ftransfef; or distribution of covered products‘
” Iv.
Conduct Permltted
Notwrﬂlstandlng any other provision of this Order, spe01ﬁc conduct otherwise p1oh1b1ted
- by the terms of this Order shall be perrmtted: 1f, ina written instrument, the owner of the "605.
patent licens:es or authorizes such specific conduct, or such specific conduct is related to the
importation or sale of covered products by or for the United States.
o , N .
Reporﬁhg
- The report-iug periods shall commence on July 1 of each year and shall end-on the - -
subsequent June 30 The ﬁrst‘ report required under this section shall cover the period from the -

| date of 1ssuance of tlns order through June 30, 2013 The reportlng requrrement shall contmue in

| , " force untrl such trme as Respondent has truthﬁﬂly reported in two consecutlve tnnely ﬁled

reports that they have no inventory of covered products in the United. States

o Withinrthirty (36)-days-of-th elast day ofeach- 1eportmngerlod Respondentshall report.to

the Commission (a) the quantity in units and the value.in dollars of covered products that it has
" (i) imported and/or (ii) sold in the United States after iruportation during the reporting period,

“and (b) the quentity in uni_ts and value in dollars of reported covered products that remain in |




inventory in the United States at the end of the reporting period. Respondents filing written
submissions must file the original document and two copies with the Office of the Secretary.

Any Respondent desmng to submlt a document to the Comn:ussmn in conﬁdence must file the

) ongmal and a public version of the or1g1nal with the Office of the Secretary and serve a copy of -

the confideptial ‘version on Complamant’s couns_el,1

Any faﬂure to make the requ1red teport or the ﬁhng of any false or inaccurate report shall -

constitute a v1olatlon of tlns Order, and the subrmssmn ofa false or maccurate report may be

referred to the U.S. Department of Just_ice asa possible' criminal’ violation_of 18 U.S.C. § 1001.

VL
Record-keeping and Inspection

- (A) For the purpose of securing compliance with this Order, Respondent shall retain any

' and all records relating to the sale, offer for sale, marketing, or distribution in the United States

of covered products, made and received in the usual and ordlnal"y course of busmess Whether in

~ detail or in summary form, for a period of three (3) years from the close of the fiscal year to

- which they pertain.

"+ (B) For the purpose of determining or securing compliance with this Order and for no

other puipos‘e,‘ and subject to any bﬁi}ilege teeogﬁnized"ijvjf the federal courts of the United States,
duly ¢ authorized representatives of the Cornn‘nissibn uﬁou 'reaso'nable written notice by the

Comm1ss10n or 1ts staff shall be permltted access and the right to mspect and copy 1n the

“"~Respondent’s principal-offices- dumﬂgofﬁce ho&rsfandaa theapresenceoicounsel OLQﬂleL,; T

representatives if the Respondent so chooses, all b00ks, ledgers, accounts, correspondence,

v Complamant must ﬁle a letter with the Secretary - 1dent1fymg the attorney to receive the 1eports or

* bond information, The designated attomey must be on the protective order entered in the
- investigation. - :



memoranda, and other records and doc‘:unients, both in detail and in summary form as are
| required to be retained by subparagraph VI(A) of this Order.
SeMce. of Cease ané Desisf Order
Respondent is ordered and directed to: |
(A Serve; within fifteen (15) days after the effective date of this Order, a copy of this
Order upon each of its respective offibgrs, directqijs, ménaging agents;‘ agents, and employees
Awho have ény responsibility for the iinpoﬁatiqn, marl;et_ﬁug; dis’;ribuﬁon, or séle of impoﬁed' '
Acc.)yered products in the Unifed States;r |
| (B)  Serve, within fifteen (15) days after the succession of any persons refeired to in
subparagr'aﬁh VII(A) of this Order, a copsf of the Order upon each successor; and
(C)  Maintain sﬁdh records as will show the name, title; and address of each persoh
upon whom the Order has been éewgd, as described in subparagraphs VII(A) and VII(B) of this
Order, together with the date dn which service was made. |
Thc obiigations set forth in subparagraphs VII(B) and VII(C) shall remain in effect until
the date of éXpiration of the *605 patent. '
,,,,, Vm‘ L
" Coj;ﬁdénﬁaﬁty
Any i'eque;t for confidential tréaﬁnent_of fﬁfmmﬁi@)ﬁ _obtainetd by the éonuniééion
"’”’%"fm*%fpttrsﬁahﬁ&SecﬁénsJ\{laﬁdN Tof t;hisQr{lepshouldkbe i&accoxdancmithﬁqmmissionjiul&_,m; ok
| - 201.6, 19 C.F.R. § 201.6. For all reports for which confidential treatment is sdtlght, Respondent

* must provide a public version of such report with confidential information redacted.



X,
Enforcement
Violation of this Order may result in any of the actions s‘peciﬁed in section 210.75 of the

Commissidn's Rules of Practice and P1‘ob<;dure, 19 CF.R. §210.75, ificluding an action for civil '

penalties in accordance with section 337(f) of the Tariff Act of 1930, 19 U.S.C. § 1337(f), and.

any other action as the Commission may deem appropriate. In determining whether Respondent
isin violation of this Order, the Commission may infer facts adverse to Respondent if ,
ReSﬁODdent féﬂs to pfovide adéciuaie o.r.timely iriformatiorllr.r B

,Mvo‘di,ficationr -

The Commission may amend this Order on its own m’oﬁon or in accordance with the
procedure described in section 210.76 of the Commission's Ruies of Pracfice and Procedure, 19
C.F.R. § 210.76. |

XL
‘ Bon}d‘ing‘

- The conduct prohibited by Section III of this Order may be continued during the sixty.

(60) day petiod in which this Order is under review by the United States Trade Represefifative as

delegétéd by the 'President',; 70 Fed. Reg. 43251 (July 21, 2003), subject to Respondent posting a

bond in the amount zero percent of the entered value for the covered products. This bond

~ provision does fiot apply to-conduct-that is-otherwise-permitted by Section IVof this Order. .. .
Covered products imported on or-after the date of issuance of this order are subject to the entry

“bond as set forth in the general exclusion order issued by the Commission, and are not subject to

this bond provision.



The bond is to be posted in accordance with the procedures established by the
Commiésion for the postiﬁg of bonds by complainants'in connection with the issuance of

tempoi‘éry excl;$ion orders. (See 19 C.F.R. § 210.68.) The bond,vaud any accompanying |

‘documentation is to be provided to and vapp‘roved by the Commission prior to the commencemenf 3

of conduct which is otherwise prohibited by Section III of this Order. Upon acceptance of the

bond by the Secretary, (a) the Secretary will serve an acceptance letter on all parties and (b)

'Respondent must serve a copy of the bond and any aoédmpaiijriﬁg documentation on

Complainant’s counsel.”

The bond is to be forfeited in the event that the United States "leade Representative

- approves, or does not disapprove within the review period, this Order, unless the U.S. Court of

Appeals for the Federal Circuit, in a final judgment, reverses any Commission final

~ determination and order as to a Respondent on appeal, or unless Respondent expotts or destroys

the products subject to this bond and provides‘certiﬁcéﬁon to that effect satisfactory to the
Commission.

- The bond is to be released in the event the United States Trade Representative

disapproves this Order and no subsequent order is issued by the Commission and approved, or

not dis'appric‘)'f\'fé:d,' by the United States Trade Representative, upon service on Respondent of an

order issued by the Comi‘nission based upon application therefore made by Respondent to the.

Commission.

% See Footnote 1.



By Order of the Commission.

 Issued: June 17,‘2013

. Lisa R;.Baﬁon N ‘
Acting Secretary to the Commission




UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, DC

In the Matter of

CERTAIN KINESIOTHERAPY DEVICES Investigation No. 337-TA-823

AND COMPONENTS THEREOF

ORDER TO CEASE AND DESIST

IT IS HEREBY ORDERED THAT Williams Trading Co., Inc. of Pennsauken, New
Jersey cease and desist from conducting any of the following activities in the United States:
importing, selling, marketing, advertising, distributing, offéring for sale, transferring (except for
exportation), and soliciting U.S. agents or distributors for, certain kinesiotherapy devices and
components thereof that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56,
157,59, 66-73, 75-87, 89 and 90 of U.S. Patent No. 7,931,605 (“the *605 patent™) in violation of
section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337.

| L
Definitions
As used in this Order: B ' CT R S =
A) “Connﬁission” shall mean the United States International Trade Commission.

(B) “Complainants” shall mean Standard Innovation (US) Corp. and Standard

e Innovation Corporation.

(C) “Respondent” means Williams Trading Co., Inc. of Pennsauken, New Jersey.



(D) “Person” shall mean an individual, or any non-governmental partnersiﬁp, firm,
association, corporation, or other legal or business entity other than the Respondent or its
majority owned or controlled subsidiaries, sucéessors, or assigns.

(E) “United States” shall mean the fifty States, the District of Columbia, and Puerto
Rico. |

(F) The terms “import” and “importation” refer to importation for entry for consumption
under the Customis laws of the United States.

(G) The term “covered products™ shall mean kinesiotherapy devices and components
thereof that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59, 66-73,
and 75-87, 89, and 90 of the *605 patent.

1L
Applicability

The provisions of this Cease and Desist Order shall apply to Respondent and to any of its
principals, stockholders, officers, directors, employees, agents, licensees, distributors, controlled
(whether by stock ownership or otherwise) and majority-owned business entities, successors, and
assigns, and fo each of them, insofar as they are engaging in conduct prohibited by Section III,
infra, for, with, or otherwise on behalf of a Respondent.

L

Conduct Prohibited

wiee— — The following conduct of Respondent in the United States is prohibited by this Order.

For the remaining term of the *605 patent, Respondent shall not:

(A) import or sell for importation into the United States covered products;



(B) market, distribute, offer for sale, sell, or otherwise transfer (except for exportation), in
the United States imported covered products;
(C) advertise imported covered products;
(D) solicit U.S. agents or distributors for imported covered products; or
(E) aid or abet other entities in the importation, sale for importation, sale after
importation, transfer, or distribution of covered products.
Iv.
Conduct Permitted
Notwithstanding aﬁy other provision of this Order, specific conduct otherwise prohibited
by the terms of this Order shall be permitted if, in a written instrument, the owner of the *605
patent licenses or authorizes such specific conduct, or such specific conduct is related to the
importation or sale of covered products by or for the United States.
V.
Reporting
The reporting periods shall commence on July 1 of each year and shall end on the
subsequent June 30. The ﬁrsf report required under this section shall cover the period from the
date of issuance of this order throtugh June 30, 2013. The reporting requirentent shall continue in
force until such time as Respondent has truthfully reported, in two consecutive timely filed
reports, that they have no inventory of covered pro@cts in the United States.

e ___Within thirty (30) days of the last day of each reporting period, Respondent shall report to

the Commission (a) the quantity in units and the value in dollars of covered products that it has
(i) imported and/or (ii) sold in the United States after importation during the reporting period,

and (b) the quantity in units and value in dollars of reported covered products that remain in



inventory in the United States at the end of the reporting period. Respondents filing written
submissions must file the original document and two copies with the Office of the Secretary.
Any Respondent desiring to submit a document to the Commissi‘on in confidence must file the
original and a public version of the original with the Office of the Secretary and serve a copy of
the confidential version on Complainant’s counsel.’

Any failure to ma.ke; the required report or the filing of any false or inaccurate report shall
constitute a violation of this Order, and the submission of a false.or inaccurate report may be
referred to the U.S. Department of Justice as a possible criminal violation of 18 U.S.C. § 1001.

VL
Record-keeping and Inspection

(A) For the purpose of securing compliance with this Order, Respondent shall retain any
and all records relating to the sale, offer for sale, marketing, or distribution in the United States
of covered products, made and received in the usual and ordinary course of business, whether in
detail or in summary form, for a periodvof three (3) years from the close of the fiscal year to
. which they pertain.

(B) For the purpose of determining or securing compliance with this Order and for no

other purpose, and subject to any privilege recognized by the federal coutts of the United States,

duly authorized representatives of the Commission, upon reasonable written notice by the

Commission or its staff, shall be permitted access and the right to inspect and copy in the

representatives if the Respondent so chooses, all books, ledgers, accounts, correspondence,

! Complainant must file a letter with the Secretary identifying the attorney to receive the reports or
bond information. The designated attorney must be on the protective order entered in the
investigation.



memoranda, and other records and documents, both in detail and in summary form as are
required to be retained by subparagraph VI(A) of this Order.
VIIL
Service of Cease and Desist Order
Respondent is ordered and directed to:
(A)  Serve, within fifteen (15) days after the effective date of this Order, a copy of this

Order upon each of its respective officers, directors, managing agents, agents, and employees

-who have any responsibility for the importation, marketing, distribution, or sale of imported

covered products in the United States;

(B)  Serve, within fifteen (15) days after the succession of any persons referred to in
subparagraph VII(A) of this Order, a copy of the Order upon each successor; and

(C)  Maintain such records as will show the name, title, and address of each person
upon whom the Order has been served, as described in subparagraphs VII(A) and VII(B) of this
Order, together with the date on which service was made.

The obligations set forth in subparagraphs VII(B) and VII(C) shall remain in effect until
the date of expiration of the *605 patent.

VIIL
Confidentiality

Any request for confidential treatment of information obtained by the Commission

. pursuant to Sections V and VI of this Order should be in accordance with Commission Rule

201.6, 19 C.F.R. § 201.6. For all reports for which confidential treatment is sought, Respondent

must provide a public version of such report with confidential information redacted.



IX.
Enforcement
Violation of this Order may result in any of the actions specified in section 210.75 of the
Commission's Rules of Practice and Procedure, 19 C.F.R. § 21(5.75, including an action for civil
penalties in accordance with section 337(f) of the Tariff Act of 1930, 19 U.S.C. § 1337(f), and
any other action as the Commission may deem appropriate. In determining whether Respondent
is in violation of this Order, the Commission may infer facts adverse to Respondent if
Respondent fails to provide adequate or timely information.
X.
Modification
The Commission may amend this Order on its own motion or in accordance with the
procedure described in section 210.76 of the Commission's Rules of Practice and Procedure, 19
C.F.R. § 210.76.
XI.
Bonding

The conduct prohibited by Section I1I of this Order may be continued during the sixty

(60) day period in which this Order is tnder review by the United States Trade Representative as—

delegated by the President, 70 Fed. Reg. 43251 (July 21, 2005), subject to. Respondent posting a

bond in the amount of zero percent of the entered value for the covered products. This bond

_provision does not apply to conduct that is otherwise permitted by Section IV of this Order.

Covered products imported on or after the date of issuance of this order are subject to the entry -
bond as set forth in the general exclusion order issued by the Commission, and are not subject to

this bond provision.



The bond is to be posted in accordance with the procedures established by the
Commission for the posting of bonds by complainants in connection with the issuance of
temporary exclusion orders. (See 19 C.F.R. § 210.68.) The bond and any accompanying
documentation is to be provided to and approved by the Commission prior to the commencement
of conduct which is otherwise prohibited by Section III of this Order. Upon acceptance of the
bond by the Secretary, (a) the Secretary will serve an acceptance letter on all parties and (b)
Respondent must serve a copy of the bond and any accompanying documentation on
- Complainant’s counsel.?

The bond is to be forfeited in the event that the United States Trade Representative
approves, or does not disapprove within the review period, this Order, unless the U.S. Court of
Appeals for the Federal Circuit, in a final judgment, reverses any Commission final
determination and order as to a Respondent on appeal, or uniess Respondent exports or destroys
the products subject to this bond and provides certification to that effect satisfactory to the
Commission.

The bond is to be released in the event the United States Trade‘ Representative
disapproves this Order and no subsequent order is issued by thé Commission and approved, or
not disapproved, by the United States Trade Representative, upon service on Respondent of an
order issued by the Commission based upon application therefore made by Respondent to the

Commission.

2 See Footnote 1.



By Order of the Commission.

Issued: June 17,2013

e e

Lisa R. Barton ,
~ Acting Secretary to the Commission



UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, DC

In the Matter of

CERTAIN KINESIOTHERAPY DEVICES Investigation No. 337-TA-823

AND COMPONENTS THEREOF

ORDER TO CEASE AND DESIST

IT IS HEREBY ORDERED THAT Honey’s Place Inc. of San Fernando, California cease
and desist from conducting any of the following activities in the United States: importing,
selling, marketing, advertising, distributing, offering for sale, traﬁsferring (except for
exportation), and soliciting U.S. agents or distributors for, certain ldnesioth‘erapy devices and
components thereof that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56,
57, 59, 66-73, 75-87, 89 and 90 of U.S. Patent No. 7,931,605 (“the *605 patent™) in violation of
section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337.

I
Definitions

As used in this Order: |

(A) “Commission” shall mean the United States International Trade Commission.

(B) “Complainants” shall mean Standard Innovation (US) Corp. and Standard

Innovation Corporation.

(C) “Respondent” means Honey’s Place Inc. of San Fernando, California.”



(D) “Person” shall mean an individual, ot any non-governmental partnership, firm,
association, corporation, or other legal or business entity other than the Respondent or its
majority owned or controlled subsidiaries, successozs, or assigns.

(E) “United States” shall mean the fifty States, the District of Columbia, and Puerto
Rico.

(F) The terms “import” and “importation” refer to impoftaﬁon for entry for consumption
under the Customs laws of the United States.

(G) The term “covered products” shall mean kinesiotherapy devices and components
thereof that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33-40, 4é-54, 56,57, 59, 66-73,
and 75-87, 89, and 90 of the 605 patent.

| 1L
Abplicability

The provisions of this Cease and Desist Order shall apply to Respondent and to any of its
principals, stockholders, officers, directors, employees, agents, licensees, distributors, controlled
(whether by stock ownership or otherwise) and majority—dwned business entities, successors, and
assigns, and to each of then, insofar as they are engaging in conduct prohibited by Section III,
infra, for, with, or otﬁerwise on behalf of a Respondent.

IIL
Conduct Prohibited

__ The following conduct of Respondent in the United States is prohibited by this Order.

For the remaining term of the *605 patent, Respondent shall not:

(A) import or sell for importation into the United States covered products;



(B) market, distribute, offer for sale, sell, or otherwise transfer (except for exportation), in
the United States imported covered products;
(C) advertise imported covered products;
(D) solicit U.S. agents or distributors for importéd covered products; or
| (E) aid or abet other entities in the importation, sale.for importation, sale aﬂer
importation, transfer, or distribution of covered products.
Iv.
Conduct Permitted
‘Notwithstanding any other provision of this Order, specific conduct otherwise prohibited
by the terms of this Order shall be permitted if, in a‘written'instrmnent, the owner of the 605
patent licenses or authorizes such specific conduct, or such specific conduct is related to the
importation or sale of covered products by or for the United States.
V.
Reporting
The reporting periods shall commence on July 1 of each year aﬁd shall end on the
subsequent June 30. The first report required under this section shall cover the period from the
date of issuance of this order through June 30, 2013. The reporting requirement shall continue in
force until such time as Respondent has truthfully reported, in two consecutive timely filed

reports, that they have no inventory of covered products in the United States.

oo Within thirty (30) days of the last day of each reporting period, Respondent shall reportto

the Commission (a) the quantity in units and the value in dollars of covered products that it has
(i) imported and/or (ii) sold in the United States after importaﬁon during the reporting period,

and (b) the quantity in units and value in dollars of repdrted covered products that remain in



inventory in the United States at the end of the reporting period. Respondents filing written
submissions must file the original document and two copies with the Office of the Secretary.
Any Respondent desiring to submit a document to the Commission in confidence must file the
original and a public version of the original with the Office of the Secretary and serve a copy of
the confidential version on Complainant’s counsel.!

Any failure to make the required report or the filing of any false or inaccurate report shall
constitute a violation of this Order, and the submission of a false or inaccurate report may be
referred to the U.S. Department of Justice as a possible criminal violation of 18 U.S.C. § 1001.

VI
Record-keeping and Inspection

(A) For the purpose of securing compliance with this Order, Respondent shall retain any
and all records relating to the sale, offer for sale, marketing, or distribution in the United States
of covered products, made and received in the usual and ordinary course of business, whether in -
detail or in summary form, for a period of three (3) years from the close of the fiscal year to
which they pertain.

(B) For the purpose of determining or securing compliance with this Order and for no
other purpose, and subject to any privilege recognized by the federal coutts of the United States,
duly authorized representatives of the Com’miséion, upon r;}asonable written notice by the

Commission or its staff, shall be permitted access and the right to inspect and copy in the

Respondent’s principal offices during office hours, and in the presence of counsel or other

representatives if the Respondent so chooses, all books, ledgers, accounts, correspondence,

! Complainant must file a letter with the Secretary identifying the attorney to receive the reports or
bond information. The designated attorney must be on the protective order entered in the
investigation. '



memoranda, and other records and documents, both in detail and in summary form as are
required to be retained by subparagraph VI(A) of this Order.
VIL
Service of Cease and Desist Order
Respondent is ordered and directed to:
(A)  Serve, within fifteen (15) days after the effective date of this Order, a copy of this
Order upon each of its respective officers, directors, managing agents, agents, and employees
who have any responsibility for the importation, marketing, distribution, or sale of imported
covered products in the United States;
B)  Serve, within fifteen (15) deiys after the succession of any persons referréd toin
subparagraph VII(A) of this Order, a copy of the Order upon each successor; and
(C)  Maintain such records as will show the name, title, and address of each petson
upon whom the Order has been served, as deseribed in subparagraphs VII(A) and VII(B) of this
Order, together with the date on which service was made.
The obligations set forth in subparagraphs VII(B) and VII(C) shall remain in effect until
the date of expiration of the *605 patent.
VI
Confidentiality
Any request for confidential treatment of information obtained by the Commission

___ pursuant to Sections V and VI of this Order should be in accordance with Commission Rule

201.6, 19 CF.R. § 201.6. For all reports for which confidential treatment is sought, Respondent

must provide a public version of such report with confidential information redacted.



IX.
Enforcement
Violation of this Order may result in any of the actions specified in section 210.75 of the
Commission's Rules of Practice and Procedure, 19 C.F.R. § 210.75, including an action for civil
penalties in accordance with section 337(f) of the Tariff Act of 1930, 19 U.S.C. §. 1337(f), and
any other action as the Commission may deem appropriate. In determining whether Respondent
is in violation of this Order, the Commission ﬁay infer facts adverse to Respondent if
Respondent fails to provide adequate or timely information.
X.
Modification
The Commission may amend this Order on its own motion or in accordance with the
procedure described in section 210.76 of the Commission's Rules of Practice and Procedure, 19
C.F.R. § 210.76.
XI.
Bonding
The conduct prohibited by Section I1I of this Order may be coptinued during the sixty
(60Y day period i which this Order is under review by the United States Trade Representative as-
delegated by the President, 70 Fed. Reg. 43251 (July 21, 2005), subject to Respondent posting a

bond in the amount of zero percent of the entered value for the covered products. This bond

____provision does not apply to conduct that is otherwise permitted by Section IV of this Order.

Covered products imported on or after the date of issuance of this order are subject to the entry
bond as set forth in the general exclusion order issued by the Commission, and are not subject to

this bond provision.



The bond is to be posted in accordance with thé procedures established by the
Commission for the posting of bonds by complainants in connection with the issuance of
temporary exclusion orders. (See 19 C.F_.R. § 210.68.) The bond and any acconipanying
documentation is to be provided to and approved by the Commission prior to the commencement
of conduct which is otherwise prohibited by Section III of this Order. Upon acceptance of the
bond by the Secretary, (a) the Secretary will serve an acceptance létter on all parties and (b)
Respondent must serve a copy of the bond and any accompanying documentation on
Complainant’s counsel.”

The bond is to be forfeited in the event that the United States Trade Representative

- approves, or does not disapprove within the review period, this Order, unless the U.S. Court of
Appéals for the Federal Circuit, in a final judgment, rev.erses any Commission final
determination and order as to a Respondent on appeal, or unless Respondent exports or destroys
the products subject to this bond and provides certification to that effect satisfactory to the
Commission.

The bond is to be released in the event the United States Trade Representative
disapproves this Order and no subsequent order is issued by the Commission and approved, or
not disapproved, by the United States Trade Representative, upon service on Respondent of an
order issued by the Commission based upon application therefore made by Respondent to the

Commission.

2 See Footnote 1.



By Order of the Commission.

“Issued: June 177, 2013

LisaR. Barton =~
Acting Secretary to the Commission




UNITED STATES INTERNATIONAL TRADE COMMISSION

Washington, DC

In the Matter of

CERTAIN KINESIOTHERAPY DEVICES
AND COMPONENTS THEREOF

ORDER TO CEASE AND DESIST

Investigation No. 337-TA-823

IT IS HEREBY ORDERED THAT Lover’s Lane & Co. of Plymouth, Michigan cease

and desist from conducting any of the following activities in the United States: importing,

selling, marketing, advertising, distributing, offering for sale, transferring (except for

exportation), and soliciting U.S. agents or distributors for, certain kinesiotherapy devices and

components thereof that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56,

57,59, 66-73, 75-87, 89 and 90 of U.S. Patent No. 7,931,605 (“the *605 patent™) in violation of

section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337.
I
Definitions

‘As used in this Order:

(A) “Commission” shall mean the United States International Trade Commission.

(B) “Complainants” shall mean Standard Innovation (US) Corp. and Standard

__Imnovation Corporation.

(C) “Respondent” means Lover’s Lane & Co. of Plymouth, Michigan.



(D) “Person” shall mean an individual, or any non-governmental partnership, firm,
association, corporation, or other legal or business entity other than the Respondent or its
majority owned or controlled subsidiaries, successors, or assigns.

(E) “United States™ shall mean the fifty States, the District of Columbia, and Puerto
Rico.

(F) The terms “import” and “importation” refer to importation for entry for consumption
under the Customs laws of the United States.

(G). The term “covered products” shall mean kinesiotherapy devices and components

thereof that infringe one or more of claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59, 66-73,

- and 75-87, 89, and 90 of the "605 patent.

IL
Applicability
The provisions of this Cease and Desist Order shall apply to Respondent and to any of its

principals, stockholders, officers, directors, employees, agents, licensees, distributors, controlled
(whether by stock ownership or otherwise) and majority-owned business entities, successors, and
assigns, and to each of them, insofar as they are engagihg in conduct brohibited by Section 11,
infra; for, with, or otherwise on-behalf of a Respondent. -

1.

Conduct Prohibited

For the remaining term of the *605 patent, Respondent shall not;

(A) import or sell for importation into the United States covered products;

_The following conduct of Respondent in the United States is prohibited by this Order.



(B) market, distribute, offer for sale, sell, or otherwise transfer (except for exportation), in
the United States imported covered products;

(C) advertise imported covered products;

(D) solicit U.S. agents or distributors for imported covered products; or

(E) aid or abet other entities in the importation, sale for importation, sale after
importation, transfer, or distribution of covered products.

Iv.
Conduct Permitted

Notwithstanding any other provision of this Order, specific conduct otherwise prohibited
by the terms of fhis Order shall be pérmitted if, iﬁ a written instrument, the owner of the 605
patent licenses or authorizes such specific conduct, or such specific conduct is related to the
importation or sale of covered products by or for the United States.

V.
Reporting

The reporting periods shall commence on July 1 of each year and shall end on the
subsequent June 30. The first report required under this section vshall cover the period from the
date of issuance of this order through June 30, 2013. The reporting requirement shall continue in
force until such time as Respondent has truthfully reported, in two consecutive timely filed
reports, that they have no inventory of covered products in the United States.

. Within thirty (30) days of the last day of each reporting period, Respondent shall reportto

the Commission (a) the quantity in units and the value in dollars of covered products that it has
(i) imported and/or (ii) sold in the United States after importation during the reporting period,

and (b) the quantity in units and value in dollars of reported covered products that remain in



inventory in the United States at the end of the reporting period. Respondents ﬁling— written
submissions must file the original document and two copies with the Office of the Secretary.
Any Respondent desiring to submit a document to the Commission in confidence must file the
original and a public version of the original with the Office of the Secretary and serve a copy of
the confidential version on Complainant’s counsel.!

Any failure to make the required report or the filing of any false or inaccurate report shall
constitute a violation of this Order, and the submission of a false or inaccurate report may be
referred to the U.S. Department of Justice as a possible criminal violation of 18 U.S.C. § 1001.

VI
Record-keeping and Inspection

(A) For the purpose of securing compliance with this Order, Respondent shall retain any
and all records relating to the sale, offer for sale, marketing, or distribution in the United States
of covered products, made and received in the usual and ordinary course of business, whether in
detail or in summary form, for a period of three (3) years from the close of the fiscal year to
which they pertain.

(B) For the purpose of determining or securing compliance with this Order and for no
other puipose, and subject to aity privilége recognized by the federal courts of the United States, -
duly authorized representatives of the Commission, upon reasonable written notice by the
Commission o its staff, shall be permitted access and the right to inspect and copy in the

__Respondent’s principal offices during office hours, and in the presence of counsel or other

representatives if the Respondent so chooses, all books, ledgers, accounts, correspondence,

! Complainant must file a letter with the Secretary identifying the attorney to receive the reports or
bond information. The designated attorney must be on the protective order entered in the
investigation.



memoranda, and other records and documents, both in detail and in summary form as are
required to be retained by subparagraph VI(A) of this Order.
VIIL.
Service of Cease and Desist Order
Respondent is ordered and directed to:
(A)  Serve, within fifteen (15) days after the effective date of tlhis Order, a copy of this
Order upon each of its respective officers, directors, managing agents, agents, and employees
who have any responsibility for the importation, marketing, distribution, ot sale of imported
covered products in the United States;
(B)  Serve, within fifteen (15) days after the succession of any persons referred to in
subparagraph VII(A) of this Order, a copy of the Order upon each successor; and
(C)  Maintain such records as will show the name, title, and address of each person
upon whom the Order has been served, as described in subparagraphs VII(A) and VII(B) of this
Order, together with the date on which service was made.
The obligations set forth in subparagraphs VII(B) and VII(C) shall remain in effect until
the date of expiration of the *605 patent.
VIIL
Confidentiality
Any request for confidential treatment of information obtained by the Commission

‘pursuant to Sections V and VI of this Order should be in accordance with Commission Rule

201.6, 19 C.F.R. § 201.6. For all reports for which confidential treatment is sought, Respondent

must provide a public version of such report with confidential information redacted.



IX.
Enforcement
Violation. of this Order may result in any of the actions specified in section 210.75 of the
Commission's Rules of Practice and Procedure, 19 C.F.R. § 210.75, including an action for civil
penalties in accordance with section 337(f) qf the Tariff Act of 1930, 19 U.S.C. § 1337(f), and
any other action as the Commission may deem appropriate. In determining whether Respondent
is in violation of this Order, the Commission may infer facts adverse to Respondent if
Respondent fails to provide adequate or timely information.
X.
Modification
The Commission may amend this Order on its own motion or in accordance with the
procedure described in section 210.76 of the Commission's Rules of Practice and Procedure, 19
C.F.R. §210.76.
XI.
Bonding
The conduct prohibited by Section III of this Order may be continued during rthe sixty
(60) day period in which this Order is under review by the United States Trade Representative as’
delegated by the President, 70 Fed. Reg. 4325 1 (July 21, 2005), subject to Respondent posting a
bond in the amount zero percent of the entered value for the covered products. This bond

provision does not apply to conduct that is otherwise permitted by Section IV of this Order.

Covered products imported on or after the date of issuance of this order are subject to the entry
bond as set forth in the general exclusion order issued by the Commission, and are not subject to

this bond provision.



The bond is to be posted in accordance with the procedufes established by the
Commission for the posting of bonds by complainants in connection with the issuance of
temporary exclusion orders. (See 19 C.F.R. § 210.68.) The bond and any accompanying
documentation is to be provided to and approved by the Commission prior to the commencement
of conduct which is otherwise prohibited by Section III of this Order. Upon acceptance of the
bond by the Secretary, (a) the Secretary will serve an acceptance letter on all parties and (b)
Respondent must serve a copy of the bond and any accompanying documentation on
Complainant’s counsel.”

The bond is to be forfeited in the event that the United States Trade Representative
approves, or does not disapprove within the review period, this Order, unless the U.S. Court of
Appeals for the Federal Circuit, in a final judgment, reverses any Commission final
determination and order as to a Respondent on appeal, or unless Respondent exports or destroys
the products subject to this bond and provides certification to that effect satisfactory to the
Commission.

The bond is to be released in the évent the United States Trade Representative
disapproves this Order and no subsequent order is issued by the Commission and approved, or
not disapproved, by the United States Trade Represeqtative, upon service on Respondent of an
order issued by the Commission based upon application therefore made by R68pondént to the

Commission.

2 See Footnote 1.



By'Order of the Commission.

Lisa R. Barton
~ Acting Secretary to the Commission

Tssued: June 17,2013
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PUBLIC VERSION

In the Matter of

CERTAIN KINESIOTHERAPY DEVICES Investigation No. 337;'[ A-823
AND COMPONENTS THEREOF

COMMISSION OPINION

1. INTRODUCTION

' On January 8, 2013, the presiding administrative law judge (“ALJ") (Judge Pender)
issued a final initial determination (“ID”) finding no violation of section 337 of the Tariff Act of
1930, as amended, 19 U.S.C. § 1337, with respect to the ac.g:us'ed products of the Lelo
Respondents (LELO Inc. and Leloi AB) (“Respondents”) in connection with United States
Patent No. 7,931,605 (“the ‘605 patent”). He found that the accused products infringed the
asserted claims of the ‘605 patent; the claims were not invalid by reason of obviousnéss under 35
U.S.C. § 103, indefiniteness under 35 U.S.C. § 112, or as anticipated under 35 U.S.C, § 102; and
the technigal prong of the domestic industry requirement was satisfied. However, he found that
the economic prong of the domestic industry'requirement was not satisfied. Shortly thereafter,
the ALJ issued a recommended determination (“RD”) on remedy and bonding in the event the
Commission determinéd to find a violation. Each ofthe parties filed a petition or contingent
petition for review of the final ID.. |

On March 25, 2013, the Commission determined to review thé D in its entifety and
requested briefing from the parﬁes concerning the economic prong of the don;esﬁc industxy

requirement as well as comments on the appropriate remedy, public interest considerations, and
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bonding, ‘Complainant, Respondents, and the Investigative Aﬁomey (“IA”) submitted briefs on
April 8,2013, and briefs in reply on April 15, 2013, concerning the Commission’s questions and
remedy, the public interest, and bonding.
._ Upon review of the ID, the Commission has determined to reverse the ALJ’s conclusion
that complainants Standard Innovation (US) Corp. and Standard Innm;ation Corporation
| (collectively, “Standard Iﬁanaﬁon”) have not satisfied the econonﬁc prong qf the domestic
industry i'equirenient.‘ We further determine to affirm the majority of the ALJ’s conclusions with
respect to claim construction, infringement, and validity. With respect to the construction of the
claii:n term “tear-drop shape” in independent claims 1, 33, énd 66, we find that the patentee
disclaimed round shapes duriné prosecution of the ‘605 patent, and accordingly modify the
construction of the term “tear-drop shape” to exclude a round shape. Applying thls revised claim
construction, we find that one of Respondents’ accused products, the Picobong Mahana, which
hag round arms, does not infringe the asserted claims of the ‘605 patent. We affirm the ALI’s
findings that the Respondents’ other two accused products, the Tiani and Tiani 2 products,
infringe these claims. We also find that complainant did not wﬁve its allegations concerning
infringement and the technical prong of the domestic industry requirement. The Commission
hereby adopts all other factual findings of the ID that are not inconsistent with its determinations.
| Accordingly, the Commission finds that there is avi'olaﬁon of section 337.

"The Commission has determined that the appropriate remedy for the violation is a general
exchusion order batring importation of infringing articles from all sources and cease and desist
orders batring Respondents from futther sales and importation of aﬁicles that-infringe the ‘605

patent. The Commission finds that these remedies will not have an adverse impact on the public
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interest. The Commission has determiried to set a bond in the amount of zero percent of entered

value for importation of infringing articles dunng the Presidential review period.

II. BACKGROUND

A, Procedural History

The Commission instituted this investigation on January 10, 2012, based on a complaint
filed by Standard Innovation Corporation of Ottawa, ON, Canada and Standard Innovation (US)
Cotp. of Wilmington, Delaware 77 Fed, Reg. 1504 (Jan. 10, 2012). The complaint alleged
violations of section 337 of the Tariff Act of 1930, as amended 19 U.S.C. § 1337, by reason (;f
infringement of certain claims of United Stgtes Patent No. D605,779 (“the D779 Patent”) and
the ‘605 patent. The complaint named twenty-one business entities as respondents, several of
which have since béen terminated from the investigation based upon consent orders or
withdrawal of the complaint. On June 28, 2012, the ALJ rissued an initial determination granting
Standard Innovation’s motion for termination of the investigation with respect to the D779
patent. The Commission determined not to review that ID.

The ALJ issued the subject final ID on January 8, 2013, and an RD on remedy and
bonding on January 22, 2013, On January 22, 2013, Standard Innovation and the [A ﬁlgd
petitions for review of'the final ID that chaﬁenge the ALJ’s finding that the domestic industry
requirement is not satisfied. ‘Respondents filed a contingent petition for review of the final 1D on
Janvary 22, 2013, arguing that many of the ALJ s findings with respect to élaim construetion,
infringement, and validity were incorrect. Each 6f the parties filed a response to the petitions

for review on January 30, 2013.
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On March 23, 2013, the Commission determined to review the ID in its entivety and
requested briefing from the parties as to four qﬁestions concerning whether the econontic prong
of the domestic industry was demonstrated in this invcstigaﬁon.. 78 Fed. Reg, 19309 (March 29,
2013). Theparties submitted‘briefs 0‘11 April 8, 2013, and briefs in réply on April 15, 2013
concerning the Commission’s questions and remedy, the public interest, and bonding, The
Commission extended thé target date for completion of this investigation to June 7, 2013, and

again to June 17,2013,

B. Patent and Technology at Issue

The ‘605 patent, titled “Electro-Mechanical Sexual Stimulation Device to be Worn
During Intercourse,” iss'uea on April 26,2011, to the named inventor Bruce Mutison, JX-1 at 2.
The ‘605 patent is assigned to Standard Innovation Corporation. Claims 1-7, 9-21, 23, 24, 33-40,
42-54, 56, 57, 66-73, 75-87, 89, and 90 are at issue in this investigation. Of these, claims 1, 33
and 66 are independentlglai:ms. |

The field of invention telates to electro-mechanical sexual stimulation devices for use by
women either as an auto-erotic aid or 'dun'ng intercourse. According bo‘ther ‘605 patent’s
Summary-of the Invention, the sexual stimulation devices at issue are generally U-shaped and
have inner and outer arms joined together by a connecting arm. The inner arm (i.e., the smaller
arm) of the device is sized to be inserted into the vagina so that it contacts the wall c;f the vagina
at or near the G—spot during intercourse. See ‘605 Patent, 2:13-20. The outer arm is sized to
~ contact the clitoris during intercoutse. Id.. The C-shapéd member that connects the two arms is
slender and reéﬂient,— which enables it to be worn during intercourse, Further, both the inner and

outer arms may contain a vibrator to stimulate the clitoris, the G-spot, and the vagina
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simultaneously. ID at 9-10. The patentes asserts that the claimed device is the first to allow usev
during intercourse because the inner arm is dimensioned to permit a male member to enter the

vagiﬁa while the device is in use. See ‘605 Patent, 2:2-20.

C. Products at Issue . '

Standard Innovation accused three Lelo products: Insignia Tiani, Insignia Tiani 2, and
Picobong Mahana (“accused products™). 1D at 9. The We-Vibe (originai), We-Vibe I, and We-
Vibe 3 are Standard Innovation’s products offered to satisfy the technical prong of the domestic

industry requirement.

. DISCUSSION ‘

A, Claim Construction

The parties dispute three claim construction issues in their petitions for review:
(1) whether the preamble of independent claims 1, 33, and 66 is limiting; (2) whether the claim
term “generally tear-drop shaped” excludes hook, round, or bulbous shapes; and (3) the proper
~ construction of “intercourse.” Having considered the ALJ’s findings in the ID and the arguments
of the parties in the petitions for revi‘ew and the responses thereto, the Comrrﬁssion has
determined to affirm the ALJ’s findings and conclusions with respect to the issues of the
preatble as a claim limitation and the claim construction of “intercourse” for the reasons stated
in the ID,:1 With respect to the issue of the proper construction of “generally tear-drop shaped,”

the Commission affirms the ID’s findings and ¢onclusions as modified below.

- ! Respondents’ argument that the preamble merely states a purpose or intended use of the
invention is incorrect as the preamble provides more than mere purpose, but rather provides .
structure. See Catalina Mktg. Int’lv. Coolsavings.com, 289 F.3d 801, 808 (Fed. Cir. 2002).
Specifically, the invention must be properly sized to be used during intercourse. ‘605 Patent,
7:21-29, 58-60; 8:4-8, 10, ' '
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Independent claims 1, 33, and 66 provide as follows (disputed terms in bold):

1. A sexual stimulation device dimensioned to be worn by a female during intercourse
comprising;

a.) an elongate inner arm dimensioned for placement inside a vagina;
b.) an elongate outer arm dimensioned for placement against a clitoral area;
c.) a connecting portion connecting said inner and outer arms;

wherein, the elongate inner arm and the elongate outer arm are enlarged relative fo the i
connecting portion and each of said arms taper down toward said connecting portion; and :

wherein, at least one of the inner and outer arms are generally tear-drop shaped.

‘605 patent, col. 10, lines 24-37. S :
33, A sexual stimulation device dimensioned to be worn by a female during l
inteyrcourse comprising; ‘
a.) an elongate inner atm dimensioned for placement inside a vagina;’ .

b.) an elongate outer arm dimensioned for placement against a clitoral area;

¢.) a connecting portion connecting said inner and outer arms;

wherein, the 'elongate inner arm and the clongate outer atm are enlarged telative to the
connecting portion and each of said arms taper down toward said connecting portio;

wherein said connecting portion which has a width which is equal to or greater than its
thickness to minimize obstruction to the vaginal opening; and

wherein, at least one of the inner and outer arms are generally tear-drop shaped.
‘605 patent, col, 11, lines 44-59.

66. A sexual stimulation device dimensioned to be worn by a female during
intercourse comprising;

a.) an elongate inner arm dimensioned for placement inside a vagina;
b.) an elongate outer arm dimensioned for placement against a clitoral area;-
c.) a connecting portion connecting said inner and outer arms;

wherein, the elongate inner arot and the elongate outer arm are enlarged relative to the
connecting portion and af least one of the arms tapers down toward said connecting
portion; and ‘
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wherein, at least one of the inner and outer arms are generally tear-drop shaped.
‘605 patent, col. 11, lines 44-59.

Claims 1, 33, and 66 recite “at least one of the inner and outer arms are [sic] generally
tear- drop shaped.” Before the ALY, the parties generally agreed that the “generally tear-drop
shaped” limitation “has a plain and ordinary meaning and requires 1o construction.” ID at 43-44,
Respondents contended, however, that the applicant disclaimed “bulbous,” “round,” and “hook”

- shapes from this imitation during prosecution. Based on his review of the relevant portions of
the prosecution history, the ALJ disagreed with Respondents’ argument. He explained that the
examiner rejected then pending claims 19, 20, 21, and 22 under 35 U.S.C. § 102 over the
Sekulich reference. In response to the rejection, the applicant argued that Sekulich’s device did
not anticipate the claims because it was “clearly the wrong shape, located in the wrong position
and used in the wrong way to be worn during intercourse.” JX-2, at 349-50 (Amendment dated
April 29, 2012). The applicant continued:

[The anterior shaft of Sekulich] is phallus shaped. This means that

the shaft is generally round until almost the very end which is

provided with a bulbous head. A lip projects between the bulbous

head and the round shaft. ‘This phallus shape is completely

unsuitable for accommodating a man's member and is opposite of

the Applicant’s claimed shape.

JX-2, at 349—50. The applicant further distinguished the phallic shape by contending that:

[TThe rounded shaft provides no surface against which the male

member can slide, becaunse if is the wrong shape. The rounded

shaft of Sekulich would tend to be displaced to one side or the

other, displacing the man’s imember to one side or the other,

making the act uncomfortable for both man and woman.

Furthermore, the projecting lip would act as an irritant on the

sensitive male member, Lastly, the in and out motion of the man
during intercourse would cause the Sekulich device to also move in
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and out as the Sekulich device is not shaped to be retained out of
the way during intercourse ...

JX-2 at 350. The ALJ found that this language falls “far ;shi)’rt” of disclaiming bulbous or round
shapes. ID 46 (citing JX-2 at 350). '

| Thé ALJ also concluded that hook shapes wete not disclaimed. SVith respec’; to the
Marshall reference, the ALY not‘ed that the ‘605 patent applicant had stated:

Marshall's teaching is exactly opposite to Applicant’s invention
as claimed, by teaching that the comparable middle portion of the
Marshall device is thicker and provides penetrative stimulation
by reason of its thicker distal end. -

As shown, Marshall teaches a re-entrant hook shape 5 ... for
contacting the G-spot of the woman using the device, However, as
can be understood, the hook shape, to apply pressure to the G-Spot,
spaces the penetrative shaft portion outwardly away from the ‘
anterior surface of the vagina. Thus, by definition, the shaft

portion will be blocking more of the vaginal passage, directly
opposite to the applicant’s claimed invention. Furthermore, in use,
the Marshall device positions a middle portion of the device
against a far side of the vaginal opening, blocking the vaginal
opening. '

JX-2 at 291 (Response to Office Action dated January 7, 2009) (emphasis added). The ALJ
found that these passages reveal thét use of hook-shape arms, in conjunction with the thicker
middle portion of the Marshall device that connéc’rs them, teach away from the present invention
as it would cause blockage of the vaginal passage thus preventing its use during intercourse. ID
at 47. The ALJ noted that Dr, Herbenick testified that “[i]t is not the hook that's the problem.
It’s the hook in the context of this device as a Vx;;hole with a large cbxmec;ting portion that

obstructs the vaginal orpening‘with a rigidity that would furiction to push away ....” Tr. 412:20-
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4_13:6. Accordingly, he fouﬁd that Respondents did not show disclaimer of hook shapes. ID at
47.

. Respondents argue that the ALJ erred by using a circular definition of “geﬁera]ly tear-
drop shaped.” They claim that the ALJ’s definition was improper because it provides no
structure for understanding the shape other tﬁan using the same térms as those intended to be
defined. Respondents® Petition at 14-15. Moreover, they contend that tﬁe ALJ misunderstood
Respondent’s positi'oﬁ with respect to the term, and ﬂ:@f did not a.gree w1th the other parties
conceming the term’s definition. 7d. at 15-16. Respondents assert that they construed “tear-dtop
shaped” to be “having a globular form at the boftom, tapering to a narrower p;nﬁon at the top.”
1d. at 16. Respondents further argue that the ALJ erred by not providing a definition because
Standard Innovation’s experts provided several different definitions. /d. at 15.

Respondents further assert that the ALY erroneocusly held that the prosecution history did
not show a disclaimer of bulbous, round, and hook shapes. Respondents criticize the ALT’s
finding that the applicants did not disclaim bulbous shapes when addressing the Sekulich
reference, ﬁotijag that he provided no analysis for his conclusion that the language was “far
short” of a disclaimer. 7d. at 20. Further, Respondents maintain that the ALJ did not address the
alleged disclaimer of the “bulbous” inner arm shown in Kain (RX-2) from the term “generally
tear-drop shaped” as a result of the interview be’cweén applicant’s attorney and the examiner. Id.
at 21-22. Respondents also contend that the ALJ erred in rejecting their argument that the
applicant disclaimed a hook—shaped inner arm in order to overcome the Marshall reference.

They assert that the ALJ’s conclusion that it was not disclaimed, and that Marshall was
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distinguished on the basis that it blocked the vaginal opening, was erroneous vbccause it ignored
the prosecution history and the backgroﬁhd,scction of the ‘605 patent. Id. at 2-24,

Standard Innovation contends the ALJ correctly found that the terrﬁ “generally tear-drop
shaped” should be given its plain and ordinary meaning. It argues that i{espondents are wrong
that the ALJ avoided construing the claim term “generally tear-drop shaped” by finding that the
term should be‘ given its plain and ordinar‘y meaning. It contends that Respondents argued below
for “looking like a ;cear. dfop, whiéh isa 3-.dim.ens:ional ﬁgme,” a deﬁniﬁdn not inconsistent with
that adopted by the ALI . Standard Innovation’s Respons.e at 11. It thus maintains that there was
ﬁo real dispute over the meaning of generally tear-drop shaped. Jd.

Standard Innovation further argues that for tﬁe doct;me of prosecution history disclaimer
to attach, the patentee must have unequivocally disavowed a certain meaning to obtain his patent.
Omega Eng’g, Inc. v. Raytek Corp., 334 F.3d 1314, 1323-24 (Fed. Cir. 2003). Standa;d
Innovation argues that no such disclaimer was shown. Standard Innovation’s Response at 13.
With respe(;t to bulbous and round shapes, it argues that Respondents ignore the full context in
which “unsuitable” and “wrong shaped” were used, including the very specific shape those
woras modified — a phallus-shaped inner arm which would block intercourse. Id. at 13-14.

| The IA agrees with the ID’s oonstruéﬁon of “generally tear-drop shaped.” She maintaing
that contrary to the Respondents’ position, there is no requirement that the ALJ construe a claim
beyond giving the term its pléin and ordinary meaning and no consfmcﬁon Was necessary.
Hence,‘ the plain and ordinary meaning was the appropriate definition in her view. The 1A
asserts that the prosecution history does not reflect a clear diselaimef, but if there was any

disclaimer, the applicanf disclaimed a phallus shaped shaft. When referring to “the rounded

10 -
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shaft” and a “bulbous head,” the '_applicant referenced a “phallus shape” which is “completely
4 unsuitable” for the invention. IA’s Response at 10,
Having considered the parties’ arguments, and upon review of the clann language, the
’ speciﬁcation, and relevant pértions of the prosecuﬁoﬁ history, we affirm the ALJ’s reliance on

the plain énd‘ordinary meaning of “tear-drop shaped” and affirm the ALY’s finding that the

patentee did not disclaim bulbous or hook shapes during prosecution of the ‘605 patent. See, e.g.,

Phillips v. AWH Corp., 415 F.3d 1303, 1316-17 (Fed. Cir. 2005) (en Eanc) (Claim terms ate
interpreted as they would be understood by a person of ordinary skill in the art in the context of
the intrinsic evidence, consisting of the claims, the specification, and the prosecution history, if
in evidence, and relevant extrinsic evidence of the meaning of the claim to a petson of ordinary
skill in the art.). However, as explained below, we find that the applicant disclaimed a round
shaped arm during prosecution. |

First, we find that the ALJ appropriately relied on the ordinary‘deﬁniﬁon of “tear-drop
shaped” because the term is within common knowledge and sufficiently clear on its face so that
no further explanaﬁon for the meaning of the term was warranted. Respondenté’ expert’s
definition (“looking like a tear drop, which is a 3-dimensional figure”) is consistent with the
ALJs view that no ﬁlrthér exi)lanation was needéd. See RX-196C Q/A 78. As Respondents
failed to show any g’enuinedispute as to the meaning of “genefally tear-drop shaped,” we find
construction of the term was unnecessary. ’

We also affirm the ALJ’s finding that the patentee did not disclaim “bulbous” shapes
during prosecution of the ‘605 patent. The patentee did not eriticize bulbous shapes in general.

" Rather the prosecution history shows that the applicant distinguished a phallus shape with a lip

11
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as an inappropriate shape for the claimed invention because it would be irritating during

© intercourse. See JX-2 at 350 (“Furtﬁermore, the projecting lip v;/ould act as an irritant on the
sensitive male mgmbgr.f’). The ‘605 patent’s first preferred embodiment also des_criﬁes the tear-
drop shaped pad of the inner arm as “bulbous,” suggesting that a bulbous shape was not
disciaimed during prosecution, ‘605 Patent, 3:12 (“an inner arm 1 that terminates in a bulbous
teardrop-shaped pad™). Claim terms are typically not interpreted in a way that excludes
embodiments disclosed in the specification. .See Verizon Servs. Corp. v. Vonage Holdings (;’arp.,
503 Fi3d 1295, 1305 (Fed.Cir.2007) (rejecting proposed claim interpretation that would exclude
disclosed examples in the specification). We also note that the evidence relied upon by,
Respondents consisted of deposition testimony that was not part of the prosecution history and
was not pertinent to disclaimer. Contingent Petition at 21 (quoting RX-0034C, at 0091:19-24).

With respect to the alleged disclaimer of hook-shape m, the ALJ found that the

patentee had explained during prosecution that a hook shape, along with a thicker middle
portion, would block the vaginal passage and prevent the device’s use during intercourse. 1D 46.

" We do not find that the cited portions of the specification and prosecution history (JX-2 at 291-
292 and ‘605 Patent, 1 &41-60) indicate the patentee disclaimed coverage of hook shapes as
argued by Respondents. Rather, the patentee indicated that the Marshall device was unsuitable
for use during intercourse because its shaft portion blocked the vaginal passage and it narrowed
from t'he proximal ’;o the distal portion of the arm, the opposite of the invention described in the
‘605 éaten‘t; JX-2 at 201-92.

On the other hand, we find that the patentee’s discussion of the préblems with a round

shaft do rise to the level of prosecution history disclaimer. A patentee must have unequivocally

12
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disavowed a certain meaning to obtain his patent. Omega Eng’g, Inc. v. Raytek Corp., 334 F.3d
1314, 1323-24 (Fed. Cir. 2003). According to the patentee, it was tﬁe roundness of the phallic
shape that was most problemaﬁc about the Sekulich device even though it is “small in diameter,”
JX-2, at 349. The applicant stated during prosecution that:
' the rounded shaft prov1des 10 surface against which the male

member can slide because it is the wrong shape. The rounded

shaft of Sekulich would tend to be displaced to one side or the

other displacing the man’s member to one side or the other makmg

the act uncomfortable for both man and woman.
JX-2 at 350. He went on to note that the lip would also be irritating, making a phallus shape
unsﬁitable. Although the statements most clearly refer to the phallus shape, the patentee’s
explanation emphasizes the “rounded shaft” of the phallus shape that rqnders the Sekulich deﬁce
unsuitable. We find that, with these statements, the patente;e relingquished olaiﬁ scope with
respect to round arms, and therefore a “generally tear-drop shaped” arm does not include a round
arm.

Further, we affirm the ALY’s finding that Respondents have not proven that the claim
term “tear-drop shapéd” is indefinite under the ALJ ’§ construction. The ALJ found that the
meaning of “generally tear-drop shaped” is clear on its face and the specification provides
sufficient explanéﬁon for the meaning of generally tear-drop shaped arms (see, e.g., ‘605 Patent,
Figs. 1-5). In addition to these figures, the specification discusses the shape of the arms of the
device. See ‘605 Patent, 2:25, 3:12. Thus, the term “generally tear-drop shaped” has not been

shown to be indefinite.

B.. Infringement

The ID found that Respondents® products infringe the asserted claims of the ‘605 patent.

13
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Specifically, the ALJ found that the Tiani infringes claims 1-7, 9-21, 23, 24, 33-40, 42-54, 56,

57, 66-73, 75-87, 89, and 90; that the Tiani 2 infringes claims 1-7, 9-21, 23, 24, 33-40, 42-54, 56,

» 57, 66-73, 75-87, 89, and 90; and that the Picobong Mahana prdd'uot infringes claims 1-7, 12-19,
24, 33, 35-40, 45-49, 52-54, 57,66-73, 78-82, 85-87, and 90. Respondents petition for review of
these findings. | |

Direct infringement of a patent under 35 U.S.C. § 271(a) consists of making, using,
offering to séll, or selling a pétenteé invention witﬁout consent of the patént oWﬁa or importfng
a patented invention into the United States without consent of the patent owner. Section 337
prohibits “the importation 'into‘ the United States, the sale for importation, or the sale within the
United States afier importation . . . of articles that infringe a valid and enforceable United States

’pateni ... 19US.C. § 1337(@)(1)®B)3E)-

A detérmination of patent infringement encompasses a two-step analysis. Advanced

. Cardiovascular Sys., Inc. v. Scimed Life Sys., Inc., 261 F.3d 1329, 1336 (Fed. Cir. 2001). First,
the scope and meaning of the asserted patent claims are determined, and then the properly ‘
construed claims are compared to the allegedly infringing device. Id. Each patent claim element
or limitation is considered material and essential to an infringement determination. See London v. }
Carson Pirie Scott & Co., 946 F.2d 1534, 1538 (Fed. Cir. 1991). “Literal infringement of a
claim exists wheﬁ each of the claim limitations reads on, or in other words is found in, the
‘accused device.” Allen Eng. Corp. v. Bartell Indus., 299 F .?;d 1336, 1345 (Fed. Cir. 2002), To
prove diréct infringement, the complajnaﬁt must establish by a preponéerance of the evidence
that one or more claims of the paiént read on the accused device either Iiteraﬂy or under the

 doctrine of equivalents. Scimed, 261 F.3d at 1336. In a section 337 investigation, the

14
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. complainant bears the burden of proving infringement of the asserted patent claiixls bya
" preponderance of the evidence. Enercon GmbH v. Int’l Trade Comm’n, 151 F.3d 1376 (Fed. Cir.
1998). Applﬁng ;Lhe same analysis, complainant bears the burden of establishing that its
products practice one or more claims of the asserted patents. T he test for satisfying the
“technical prong’” of the industry requirement is essentialiy the same as that for infringement, Z.e.,
a comparison of the claim to the product or activity relied on to §étisfy the domestic industry
requirement. See Alloc, Inc. V:Im"l Trade Caﬁrﬁ%, 342 F.3d 1361, 1367-68, 1375 (Fed. Cir,
2003).
1. Standard Innovation Did Not Waive Tts Arguments Regarding
Infringement
Although the ALT found that the IA proved infringement, see infra, the ALT ruled that
Standard Inno%faﬁon waived its infringement allegations because it had not adequately gd dressed
infringement in its post-hearing brief in violation of bis ground rules. ID'at 49, The ALJ noted
that Standard Innovati(;n’s post-hearing brief contained “non-specific string citation to the record
failling] to provide factual support for its allegations that the accused products inﬁinge ary claim
of the ‘603 patent.” Id. at 48. He found that Standard Innovation's qitation to nearly two
hundred pages of documentary evidence did not explain how those pages relate to any limitation
of the numerous asserted claims. He characterized Standard Inmovation's string citstion as an
attempted “end run” around the page limit to allow a disproportionagtte 28 pages of briefing
directed to the economic prong of domestiq industry. Id. at 49 n.4. With respect to Standard

Innovation's citation to demonsirative exhibits, the ALI it_ldicaied that demonstratives are not
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evidence and Standard Innovation did not explain how these demonstratives relate to any
limitation of the numerous asserted claims. Id. at 48-49,

Standard Innovation argues that the ALJ erred in finding that it had waived its
infringement arghments. It contends that because these issues were largely uncontested, it was
appropriate for it to limit ifs discussion of infringement to those issues raised in Respondents’

pbst~hearing brief. It ﬁotes that the Commission has recogrized that, although an ALJ’s Ground
Rules for mé.nagiﬁg the proceedings before him are important, extensive detailed discussion is
not necessary where an issue is incontested. Standax& Tnmovation’s Petition at 52-53, 55 (citing
Certain Mobile Devices, Associated Software, and Components Thereof, Inv. No. 337-TA-744,
Comm’n Op. at 13-14, 15 (June $5,2012) (reversing ALJ ’é finding of waiver) (“Certain Mobile
Devices™)).

Standard Innovation argues that the ALT’s criticism that Standard Innovation devoted “no
more than one page” to the discussion of infringement is wrong, and ignores the previous
discussion relating to the only disputed issue, prosecution history disclaimer, which pertains to
both infringement and the technical prong of the domestic industry requirement. Further, it
contends that its citations were not aimed at making an end run around the page limitation. By
providing theée citations, Standard Innovation argues that it provided factual support for its
allegations of infringement aﬁd was in direct response to the ALJ’s repeated requests that the
parties focus their briefing on areas of real dispute and on issues of concern fo the ALJ. Standard
Innovation’s Petition at 25-27, 56-57.

Respondents support the waiver finding but contend that OUIl’s (“the Office of ﬁﬁfair

Import Investigations™) arguments cannot cure the waiver. Thus, it was error for the ALJ to find

16
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infringement established, according to Respondents, as the IA’s brief cannot resurrect a waived
argument, Respondents argue that while OUII participates as a party ina section 337
investigation, in that it engages in discovery and it takes positions on the issues, its function is
merely advisory, and it does not substitute for the complainant or any other party. They argue
that it does not propound claims ot carry the burden of proof on issues relating the violation of
section 337 and it cannot substitute for either party in meeting their respective burdens of proof.
Respoﬁdénts’ donﬁngéﬁt Petition at 27-28. |

The TA argues that the ID’s finding that Standard Innovation had waived its affirmative
case was legal error, Given that the issue of infringement was unrebutted and that the record
contained ample evidence establishing infringement, the IA argues that the ID incorrectly found
that Standard Innovation waived infringement. IA’s Response at 25, 33-34. The TA states that in
Certain Mobile Devices, Associated Software, and Components Thereof, Inv. No. 337-TA-744,
USITC Pub. 4384, Comm. Op at 13-15 (June 2012), the D found that the complainants had
waived infringement because their entive direct infringement case was no more than “three
conclusory sentences.” The Commission reversed the ALJ, finding that there was no waiver
‘because the issue of infringement was uncontested and the record provided ample evidence of
infringement. IA’s Response at 25-26.

The 1A also takes issue with Respondents’ position that the TA cannot cure St,anc;ard
Imnovation’s waiver. It argues that it i;; well-established that the IA is an independent third party
that represents the public interest in 3?;7 investigations. TA’s Response at 13 (ciﬁné Certain
NAND Flash Memory Circuits and Products Confaining SZ{me, 337-TA-526, Initial

Determination, at § (Dec. 2006); 19 C.F.R. § 210.3 (“Party means each complainant, respondent,
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intervenor, or Commission investigative attorney™)). Thus, it was entireljr appropriate for the
ALJ to rely on the IA’s briefing in support of his infringement determinations. TA’s Response at
14. '

| While we recognize the importanice of the ALJ’s ground rules, Wé do not find, under the
facts of this case, that complainant waived its infringement arguments. Aside from claim
construction, infringement was uncontested by tl;e time of the post-hearing bﬁef, ard Standard
Innovation ﬁad briefed satisfaction of each claim ]imita{ioﬂ with respect to the accused products
in its prehearing brief. Complainant also presented its infringement allegations in its post-
hearing brief, albeit briefly, to the extent it was contested, and provided sufficient citations to
uncontested facts in the record to support its allegations. Under similar circumstances in Certqin
Mobile Devices, Associated Software, and C’ozﬁponerzts Thereof, Inv. No. 337-TA-744, USITC
Pub. 43 84; Comm. Op. at 13-15 (June 2012), we revetsed the ALY’s finding of waiver. Compare
Certain Autamqted Media Library Devices, Inv., No, 337-TA-746, Comm’n Op. at 51-56 (Nov.
19, 2012) (reversing finding of waiver when issue was uncontested) with Certéiil' Static Random
Access Memovies and Products Containing Same, Tnv. No. 337-TA-792, Comﬁ’n Op. at 27
(June 7, 2013) (affirming ALY’s finding of waiver when party failed to fully brief contested
iséue). We therefore find that the complainant did not waive its allegations concerning

infringement.

2. Infringement of the Assefted Claims

The ALJ found that the TA provided sufficient evidence that each limitation of the
asserted claims was satisfied, but he did not address the limitations separately. He rejected

Respondents’ only argument that the accused products do not infriuge independent claims 1, 33,
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and 66 because they do not meet the limitation “wherein, at least one‘o% the inner and outer arms
are generally tear-drop shaped” because bulbous, hook, and round shafts were disclaimed. ID ét
49. |

Respondents contest infringement on ﬂle basis of their proposed claim construction. They
state that the Picobong Mahana is round and would be displaced dﬁng intercourse. Resp. Pet.
at 32- 33, They also argue that the Tiani and Tiani 2 have hook-like arms that are bulbous, and
since the patentee 'disclain:ied theéé shapes during prosecution, these fwo accused produdts do not
satisfy the tear-drop shapevlimitation. Resp. Pet, at 30-31. Complainant and the TA argue that
under the proper claim construction, infringement is demonstrated.

As discussed above, infringement was uncontested with the‘exception of Respondents’
arguments under their alternative claim constructions. We have affirmed the ALT’s claim
construction of “generally tear-drop shaped” (with the exception of disclaimer of round-shaped
arms) and therefore affirm the AL’s finding that the Lelo Tianai and Lelo Tiani 2 infringe the
asserted claims of the ‘605 patent. As we have explained, the patentee disclaimed round-shaped '
arms during prpsecuﬁon. As aresult, the tear-drop shaped claim limitation does not read on a
round-shaped arm. It was undisputed before the ALJ that Lelo’s .Picobong Mahana has two |
round arms. Tr. at 532 (Villarraga); Tr. at 389 (Herbenick). ‘We therefore find that the Picobong

Mahana does not infringe the asserted claims of the ‘605 patent.

C.  Validity
1. Anticipation
Three prior art patents, Mitchener, Ultime, and Kain were alleged to anticipate the

asserted claims of the “605 patent. We affirm the ALJ’s determination that Respondents faﬂed to
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prove by clear and convincing evidencé that the asserted claims of the “605 patent are invalid fpr
anticipation as none of the three references disclose the preamble limitation of a device |
“dimensioned to be worn by a woman during intercourse.” In fact, the record indicates, as the -
ALT found, these de';fices are not designed for use during intercourse and no evidence was ;zited'

that they are dimensioned for that purpose.

2. Obviousness

R%pondénts argue that the claims of the "605 Patent are ob;\zious becanse the priorA art
references disclose “generally teat-drop shaped” arms and the examiner found all the other
limita.tions of the independent claims present in the prior art with exception of the tear-drop
shaped arm limitation.” We affirm the ALY’s determination that, regardless of the “tear-drop
shape limitation,” neither Mitchener, the Ultime, or Kain teach a sexual stimulation device
dimensioned to be worn by a female during intercourse, as reqﬁired by the asserted claims. ID at ,
60. o | ‘
Respondents also raised a new argument in their contingent petition for review. They
contend that the independent cléims of the ‘605 patent are obvious in light of Sekulich in
combination with Mitchener, Ultime or K"dix;; Respondents’ Contingent Petition at 44-45. ,

However, arguments not raised below may not be raised in a petition for review to the

‘ 2 We reject Respondents’ argument that the ALJ abused his discretion by striking
portions of Dr. Locker’s direct testimony (Q/A 192-198 and 348-420) because they were not
properly supported in her initial expert report, relying on. a claim chart attached to Dr. Locker’s ;
expert report. Respondents have not shown that the ALJ abused his discretion becanse the expett 1
report did not provide notice that she would offer opinions on obviousness in violation of the r
ALJ’s Ground Rule, See Ground Rule 10.5.6 (“An expert's testimony at the trial shall be limited

* in accordance with the scope of his or her expert report(s).”). Respondents’ assertions to the i
contrary do riot identify specific obviousness opinions in Dr. Locker’s expett report. Thus, we '
affirm the ALI’s decision in Order No. 38 to exclude the testimony.
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Commission. The Commission therefore finds this argument waived as it was not raised before
the ALJ. See Hazaniv. United States Int'l Trade Comm'n, 126 F.3d 1473, 1476-77 (Fed. Cir. 1

1997) (atgument presented for first time in petition for reconsideration is waived).

D. Domestic Industry

1.  The Complainant Has Established the Economic Prong of the
Domestic Industry Requirement

- The domestic industry requirement of section 337 is set out at section 337(a)(2) and
@(3). 19 U.S.C. § 1337(2)(2), (8)(3). Section 337(a)(2) provides:

(2) Subparagraphs (B), (C), (D), and (E) of paragraph (1) [conceming violations
of section 337] apply only if an industry in the United States, with respect to the
articles protected by the patent, copyright, trademark, mask work, or design
concerned, exists or is in the process of being established.

Section 337(a)(3) provides:

(3) [Aln industry in the United States shall be considered to exist if there is in the.
United States, with respect to articles protected by the patent . . . concemed —

(A) sigpificant investment in plant and equipment;
(B)  significant employment of labor or capital; or

(C)  substantial investment in its exploitation, including
engineering, research and development, or licensing.

’I“he Commission has divided the domestic industry requirement into an economic prong (which
requires certain activities and inves@ents) and a technical prong (which requires that these
activities and investments relate to the article covered by the intellectual property being
protected), such that an industry must exisf or be in'the process of being established. 19 US.C, §
1337(a)(2), (a)(3); see, e.g., Certain Variable Speed Wind Turbines and Components f?zeréof,

Inv. No. 337-TA-376, USITC Pub. 3003, Comm’n Op. at 14-17 (Nov,_ 1996) (“Wind Turbines
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I"). Under the definitions of section 337(a), an industry exists if there is, with respect to articles
protected by the patent, “significant investment iﬁ plant and equipment,” “significant
.employrment of labor or capital,” or “substantial investment in [the patent’s] exploitation,
including engineering, research and development, or licensing.” 19 U.;S.C. § 1337 (a)(?s)(A), B)-
(©).

The ALJ found the economic prong of the domestic industry .requirement wasnot
satisfied and, as a result, found no vioiéﬁén of section 337. ID at 65-78. As exflained below, the
Commmission finds that the economic prong has been satisfied.

Although complainant’s product, the We-Vibe, is asserbled in China, Standard
Innovation, in its econontic prong arguments, relied upon inf/estnmnts in four crucial components
that are manufactured in the United States and used in the production of the We-Vibe. ID at 71.
The ALJ considered Standard Inhovation’s purchase of these U.S. manufictured comporients in
analyzing whether such investments satisfy the domestic industry requirement.® Id, First, the
ALJ noted that Standard Innovation spent $[ | 1, manufactured by
[ ], from 2008 to November 2011. This product is used to create a smooth and even
finish that was found critical to the product. Id.at 71-72. Second, the ALJ found that [

‘ ] and manufactored by [ 1, was critical to the
We-Vibe. Standard Innovation spent $[ ] from 2608 to November 2011 on [ 1 D

at 72. Third, Standard Innovation purchased microcontroller parts for the We-Vibe 2 and both a

3 The ALJ also concluded that activities related to the original version of the We-Vibe
could not be considered because, as he explained, the statute is written in the present tense, the
original We-Vibe was not sold after 2009, and a product that has not been sold for two years
before the filing of the complaint is not persuasive evidence of the existence of a domestic
industry.  The ID is unclear as to the effect, if any, of this finding as the ALJ appears to have
considered the expenses related to the original We-Vibe. See ID 72, 75 nn.13-14, 18.
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microcontroller part and DC to DC converter from [ ] for the We-Vibe 2
and We-Vibe II1 prodﬁcts; these components run the vibrator motor. /4. He credited 80 percent
of the manufacturing costs of these parts to account for the portion of the manufacturing that
oceurs in the United States. Id. He thus found 3 ] of the microcontroller parts expense
eligible to be atiributed to Standard Innovation’s domestic industry. Id.

The ALJ explained that these three components directly related to the clgimed features of
the ‘605 patent. He élso foﬁﬁd that the components were critical to the function of the We-
Vibet D at 73. Nonetheless, the ALY stated that “Standard Tnnovation failed to explain how
these expenditures relate, in any way, to an investment in plant or equipment by Standard

Tnnovation, its manufacturer, or the manufacturer of the components. Accordingly, there is

absolutely no basis for me to attribute these expenses to prong A.” Id. at 73-74 (citation
omitted). |

The ALJ rejected the T1A’s argument that these component expenses can be att;ibuted to
prong C (as opposed to prong A) and found that “the Staff does not address how the purchase of
U.S. manufactured component parts, even if critical to the success of the domestic iﬁdustry
products, is relevant to prong C.”° ID at 74. He noted that Standard Innovation provided only the
total amount it spent on such components and did not break out any engineering or research and-
development costs incurred by the manufacturer of these products. Thus, he did not consider the

purchase of these components as pertinent to engineering or research and development activities

“ The ALJ also examined an expense of $[ ] for another componernt, a silicone
pigment purchased for the We-Vibe II, but declined to consider this expense in connection with
prong C because it “does not directly relate to the *605 patent.” ID at 73 :

3 The ALJ also rejected investments in the components [ ], and the
silicone color pigments because they were selected due to their smtablhty for the We-Vibe
products rather than developed for use in the We-Vibe. ID 74.
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relevant to prong C. 74, at 74. Similarly, the ALJ found that, with respect to the componei;,lts
from [ ], Standard Innovation provided thé total amount it spent on such

componenté but did not break out any engiﬁeeﬁng or research and developme;nt costs incurred by

{ ], and therefore the ALJ did not allocate the expensé to prong C. Id. at |

75.

The ALT four;d that, even if it were proper to consider the identiﬁed expenses in

: assessiﬁg thé ;ioméstic in&dshy reéuirémént, they were not “suﬁstantial or éigniﬁcant” ld. He
noted that Standard Innovation’s exper;ses for U.S. manufactured components totaied $[ ]
from 2008 until the filing of the complaint. Jd. However, he indicated these expenses were
slightly less than 5 percent of the j:otal cost of the We-Vibe products. Id. Further, on a per unit
basis, he found that the U.S. component expehse was 8] - ] out of the total raw p:odtict cost of
${ 1. Id. at76. He found that “[t]he §| ] cost of components supplied by U.S. companies
isreally only around [ ]% of the total product revenue.” I;i at 75. In addition, the ALJ found

unpersuasive Standard Innovation’s argument that an approximately $] Jdnvestment is

large based on its size and stated that Standard Innovation did not quantify its size, Id at76. He -

stated that Standard Innovation has experienced “tremendous sales growth,” selling [ ]
We-Vibe products in 2010, which in his view suggested it is not a startup company. Jd. In this
context, he found the $[ ] investment was not large enough to find a domestic industry.%,

Id, at 76-77.

8 The ALJ rejected Standard Innovation’s other expenses, which were related to the
marketing and sales of the domestic products, warehousing, customer support, and unquantified
research and development/engineering costs for the We-Vibe devices, as not appropriate to

- consideration of protig A or B under the facts of this case, ID at 77-78,
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Standard Innovation and the IA petitioned for review of the ALJ’s determination that the
economic prong of the doﬁ%tic industry requirement was not met. Standard Inhovation argues
the ALJ erred in finding that it did not have a domestic industry under the statute. It ?ontends
ihat domestic production—related activities are not required since the 1988 amendments.
Standard Innovation’s Petition at 10-11. It claims that foreign production can satisfy the
requirement if coupled with activities and investments in the United States. Zd. at 11 (citing
Certain Salinomyein Biomass and Preﬁarations Camfaini'ng S&me, Tny. No. 337-TA-370, USITC
Pub. 2978, Unreviewed ID at 124 (July 1996)). It also contends that the analysis of the
economic prong of the domestic industry should be focused on the realities of the markétpla‘ce
and not be ‘;overly rigid.” 7d. at 12. Standard Innovation also alleges several specific etrors by
the ALJ, ‘

The TA likewise takes the position that the ALJ applied an overly rigid standard in
assessing the domestic industry requirement and determining that expendifures relating to
Standard Innovation’s purchases were insufficient to satisfy the economic prong. The 1A asserts
the ID therefore improperly concluded that Standard Innovation did not satisfy the domestic
industry requirement. IA’s Petition at 6.

Respondents support the ALI, argning that he correctly found that Standard Innovation
has not demonstrated the existence of a domestic industry under the statute. They argue that the
activities of Standard Innovation are the same as are undertaken by any typical importer and the
~ determination that there is no domestic industry m this case is correct and compelled by the
recérd. Respondents’ Response at 1. Respondents argue that Standard Innovation has failed to

satisfy the domestic industry requirement because it did not quantify the amounts spent on
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reésearch and development,'piant and equipment, labor, or cafpital by the gubcontfactors who
prodﬁced purchased components. Respondents’ Pet. Resp. at 7-9.

In addition to Standard Innovation’s and the IA’s petitions for review and the
Rgépondents’ response thereto, the parties filed snbnaissioﬁs in response to four questions posed
by the Comrm'ssion in its March 29, 2013 notice of rej'riew. |

Two main issueg are raised by the petitions: (1) the extent to which ‘a domegﬁc industfy
can be based on expeﬁdiﬁ;réé in éomponents :produc;t%d bya dc->mestic sﬁgcontréotor; and (2)
whether the relative contribution of domestic and foreign inputs or the value-added analysis

shows that Standard Innovation has made a substantial or significant investment in labor, capital,

plant, or equipment. As we explain below, after considering the record in this investigation, the

ALJY’s factual findings in the ID, and the partiés’ submissions, we reverse the ALI’s
determination and find that Standard Ihnovation has satisfied the domestic industry requirement
based on ité expenditures on t:omponenté produced domesﬁoaliy that are critical to the We-Vibe.
As a threshold matter, we find that, consistent with Commission precedent, the ALY
correctly found that a complainant’s investments in U.S. subcontracted cbmponents and services
can be relied upon to establish the economic ﬁrong of the domestic industry requirement. See,
e.g., Certain Male Prophylactic Devicés, Inv. No. 337-TA-546, Comm’n Op. at 39‘(Aug. 1,
2007) (noting activities to be considered may include those of a complainant’s subcontractor);
Certain Home V‘a.cuum Paclaging Products, Inv. No. 33’7'-TA-496, USITC Pub. 3681, ID at 143
@ecember 17, 2003) (unreviewed in relevant part by Notice, Jan. 22, 2004) (complainant
subcontracted for engineering services). The Commission has specifically credited |

complainants’ investments in U.S. manufactured components used in the production of articles
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protected by the patents. See e.g., Certain Cold Cathode Fluorescent Lamp (“CCFL”) Inverter
.Circuits and Products Containing Same, Inv. No. 337-TA-666, uureviewed ID at 5 (Sept. 22,
2009) (subcontracted wafer production for use in inverter circuits); Certain GPS Chips,
Associated Software and Systems, and Products Conta‘ining Sane, Inv. No. 33‘?’-TA~596,‘
unreviewed ID at 16 (Feb. 27, 2008) (subcontracted RF chips that are assembled with other
components); Certain Portable On-Car Disc Brake Latlz'les and Components Thereof, InV;’No.
" 337-TA-361, ID at 17-18 (August 12, 1994) (uareviewed in r.elevémt part by Notice, Oct. 5,
1994) (subcoﬁtracted component manufacture and assembly); Certain Bag Closure Clz}!Js; Inv,
No. 337-TA-170, unreviewed ID at 39 (1984) (same). Indeed, a complainant’s investments in
U.s. componeﬁts promote manufacturing in the United States by the subcontractor as if the
complainant was itself producing the components.

However, the ALJ rejected reliance on such components in this investigation baséd on
several grounds, including: (1) failure to demonstrate that the components were specifically
designed or customized for the We-Vibe; (2) they were not relevant to the ‘605 patent; (3) there

~ was no clear allocation of expenses under prongs A, B, and/or C; and (4) timing of the claimed
investments.
As discussed above, although the ALY found that three components — [

], and microcontrollers and related parts -- were critical to the complainant’s products and
related to claimed features of thé ‘605 patent, he declined to credit expenditures for those
components because Standard Innovation had not shown fhese components were developed or
customized for use with the We-Vibe, ID at 74-75. However, there is no requiremer;t that the

components must be developed ot produced vspeciﬁcallyl for the domestic industnf products. The
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statute indicates that the ;ior;aestic,industry has to exist “with respect to the articles protected by
the patent.” 19 U.S,C; § 1337(a)(3). Requiring that the components be developed for the

: patented article would go well beyond the statutory language, which requires only that
tnvestment relate to the articles protected by the patent. Here, complainant has established that
the components were critical for the We-Vibe, which the ALJ found to be protected by the
pa’tent.' This.is sufficient for us to cénsider the corﬁponent expenses in our economic prong
analysis, Moreover, cbmplémzm'n;c’s ‘invAesm'lents in these %ﬁomponen;cs aré 'indicativé of the
investments of its U.S. subcontractors in their plants and equipment, and labor and capital that
are necessary to produce these compoﬁen’cs in th(;, United States.

The ALJ also declined to credit complainant’s investments in pigments for the. We-Vibe

2 because the t;olor of the We-Vibe 2 does not relate directly to a claimed feature of the ‘605
patent. ID at 73. In our view, the ALJ’S position {s ingonsistent with the precedent he relieél
upon, Conceafed Cabinet Hz'ngés, and is unduly restric;,tive. In Concealed Cabinet Hinges, the
Commission took into account in its domestic industry analysis a nonpatented component, which
.Was an optipnal addition to the imported finished hﬁnges‘ While according them reduced weight,
the Commission did not find the expenditures itrelevant, Certain Concealed Cabinet Hinges and
Mounting Plates, 337-TA-289, Comm. Op. at 23 (Jan. 9, 1990). Here, the record indicates that,
in order for the We-Vibe to be commercially marketable, complainant required the use of certain
pigments that[ ], which is an important feature of the

A device. CX-280C Q. 118; See ‘605 patent, 10:19-20 (indicating skin must be “glass smooth to

minimizé friction”). Thus, we find that Standard Innovation’s expenditures on pigments were

relevant to demonstration of a domestic industry in articles protected by the patent.
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With respect to qualifying component expenditures, the ALJT rejected Standard

Innovation’s expenditures because it did not identify what portien of total expenditures were
attributable to the subcontractors’ engineering or research and development costs, and as a result,
he declined to consider the expenditures of approximately $[ 1 to be relevant to domestic
industry. ID at 74-75. We disagree with the ALJ’s conclusion on this point. Commission
precedent does not requu'e an accountmg of subcontractors’ expenchtures by statutory category
for the domestic industry analyms The Comrmssmn has allocated the entire amount of a

" complainant’s purchases from U.S. subcontractors to the domestic industry in past investigations.
See Certain Home Vacuum Packaging Products; Inv. No. 337-TA-496, USITC Pub. 3681, ID
(Order No. 36) at 143 (December 17, 2003) (unreviewed in relevant part by Notice, Jan. 22,
2004) (subcontracting engineering services); Certain Methods of Making. Carbonated Candy
Products, Tnv. No. 337—TA-29§, unreviewed portion of Initial Determination at 142 (Dec. 8,
1989). In fact, in Carbonated Candy, the only relevant domestic activities were those of a U.S.
subcontractor, and the Commission did not require a specific allocation of the subcontractor’s
expenditures relating thereto,” Therefore, we c§nsider the complainant’s investments in
pomponents’ critical to the We-Vibe and related to the claims of the ‘605 patent despite Standard
Innovation’s lack of evidence concerning its subcontractors’ expenditures for plant and

equipment under prong A and labor and capital under prong B.> We further find that the

7 See also Certain GPS Chips, Associated Software and Systems, and Products
Containing Same, Inv. No.337-TA-596, Order No. 37 at 16 (Feb. 27, 2008) (unreviewed);
CCFL, Inv, No. 337-TA-666, Order No, 30 at 5-6 (Sept. 22, 2009) (unreviewed); Certain
Portable On-Car Disc Brake Lathes, Inv. No. 337—TA—361 Initial Determination at 17-18
(unreviewed in relevant part) (1994).

8 Standard Innovation. argues that a variety of other activities are rélevant to the
establishment of the domestic industry under prong C. These expenses primarily relate to sales
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amounts spent to purchase the domestic components can reasonably be considered as evidence of
a relevant investment by U.S. subcontractors in plant and equipmient under prong A and labor
and capital under prong B because the components were manufactured in the United States for
incorporation into articles protected by the patent, even if the purchase price arguébly includes
other costs incurred by the subcontractors.”

We also disagree with the ALJ"s refusal to consider expenditures related to the original
We-Vibe because théy §ccmed more than two yéars prior to the ﬁling.of the cémplaint.m 1D at
71. His rationale was that these expenditures are unrelated to the current existence of a domestic
industry. Id. Taken to its logical extreme, however, this would mean theLt only expenditures
made on the day the complaint is filed sbould be relied upon. The recor(i indicates that while the
product updates to the We-Vibe added new features, the findamental product did not change in
any way relevant to the patented features. As the We-Vibe is Standard Innovation’s flagship
product that continued to be developed and refined in the We-Vibe I and We-Vibe 3, we deem

expenseés relating to the original We-Vibe to be relevant to domestic industry.™*

and marketing and are not the sort of expenditures that the Commission has considered
sufficiently related to the claims of the patent. The Commission and the Federal Circuit have
generally treated these activities as no different from those of an importer. See Schaper Mfg. Co.
v. US. Irzt’l Trade Comm'n 717 F.2d 1368, 1373 (Fed. Cir. 1983).

? Commissioner Pinkert concurs with the Commission's conclusion regarding the
economic prong of the domestic mdustry analysis, but finds that the purchase of inputs in the -
United States should be considered the “employment of capital” within the meaning of the
statute. :
10 As stated earlier, the ALJ appears to have nonetheless considered these expenses D
at72nn 13-14, 75 n.18.

! The ALJ properly declined to consider Complainant’s post-complaint expenditures.
See Rally/Midway Manufacturing. Co. v, Int'l Trade Comm’n, 714 F.2d 1117, 1121 (Fed. Cir.
1983) (“Bally’s Rally-X business . . . constituted a domestic industry under section 337(a) at the
time the complaint was filed” and “[t]he deterioration of that business during the Commission
proceedings does not undermine that conclusion.”). See also Motiva, LLCv. ITC, _ F.3d__,
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With regard to the assessment of whether the claimed expenditures were significant or
substantial within the meaniﬁg of section 337(a)(3), the ALJ found that, even if it were proper to
attribute the component cxpenses to the domestic industry, Standard Innovation’s expenditureé
for domestically produced components were slightly less than 5 percent of total product cost, and
only [ . ] percent of per unit revenue. Id at 75-76. He rejected Standard Innovatién’s
contention that an approximately $[ ] investment is sufficiently large to find a domestic

| industry in Light of its small size and that it was start-up company. Thus he fovnd tﬁese
expenditures to be neither significant nor substantial. d at 76-77.

Standard Innovation contends that the ALJ erred in comparing the per unit éost of U.S.
components to the per unit revenue becaunse it results in an artificially low domestic contribution.
Standard Innovation maintains that U.S. maﬁufactured materials and components represent
ap:proxﬁnately 5 petcent of value added if viewed in the con"cext of the entire production, and [ ]
percent of value added when the domestic components are compérgd with foreign components.
Compldinant’s Response at 6. The IA states that U.S. manufactured components add both
quantitative value to the finished product ([ ] percent of raw material costs) and that these
corflponents impart éssenﬁal qualitativé value to the finished products as the ALJ found these
components critical to the patented features of the product. IA’s Reply to Comm. at 5.

As our prior decisions recognize, “the magnitude of the investment cannot be assessed
without consideration of the nature and importance of the complainant's activities to the patented
products in the context of the matketplace or industry in question.”” Certain Printing and

Imaging Devices, Inv. 337-TA-690, Comm. Op. at 31-32 (Feb. 17, 2011) (citing Stringed

2013 WL 1943205 at *5 .6 (Fed. Cir. May 13, 2013).
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Musical Instruments, Inv. No. 337-TA-586, Comtu. Op. at 26). Where, as here, the complainant -

relics on domestic manufacturing-related activities, the Commission evaluates-whether the U.S.
investments are significant under prongs A and B in texms of their contributioiz to the pateqted
products and m relation to the company and the marketplace, taking into account the value added
by foreign operations. See, e.g., Schaper Mfg. Co. v. Int’l Trade Comm ‘n, 717 F.2d 1368, 1372
(Fed. Cir. 1983) (affgming jche Corﬁmission’s* determination of no domggﬁc industry in Certain
Miniat’zire; léazfte;y-Opefated,‘ All-Terrain, Wheeled Vehz:cles, Invesﬁgatiqn No. 337-TA-122);
Cabz‘net Hinges, Comm’n Op. at 33-34 (Sept. 28, 2009); Certain Printing and Imaging Devices,
Inv. 337-TA-690, Comm. Op. at 31-32 (Feb. 17, 2011).

. Consistent with Commission precedent, the ALY correctly found that a complainant’s
subcontractors can be relied upon to establish the economic prong. See, e.g., Certain Male
Pz;ophylactic Devices, Inv. No. 337-TA-546, Comm’n Op. at 39 (Aug. 1, 2007) (noting activities
to be considéred may include those of a complainant’s subcontractor); Certain Home Vacuum
Packaging Products, Inv. No. 337-TA-496, USITC Pub. 3681, ID at 143 (December 17, 2003)
(unreviewed in relevant part by Notice, Jan. 22, 2004) (complainant subcontracted engineering
services). Indeed, a complainant’s investments in U.S. components promote manufacturing in the
Utnited States bsf the subcontrac;tor as if tim bomplainant was itself producing the components.
Further, the purchase of domestically produced components has been the basis for satisfaction of
the economic prong of the domestic industry requirement. See Certain GPS Chips, Associated
Software and Systems, and Products Containing Same, Inv. No. 337-TA—596, Order No. 37 at 16
(Feb, 27, 2008) (noting that domestically manufactured chips ﬁsed to make the patented article -

were manufactured in the United States by a subcontractor.) Jd.
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Given the importance of context in the Comimission’s analysis, there is no threshold test

for what ié considered “significant” within the meaning of the statute. Certain Male
Prpphylactic Devices, Inv. No. 337-TA-~546, Comm’n Op., at 39 (Aug. 1, 2007). Instead, the
determination is made by “an examination of the facts in each investigation, the article of
cémmerce, and the realities of the marl;etplace.” Id, Theterm “siguiﬁcan ”in Vsection 337(2)(3)
is not expressly defined in the statute. Id. (

| As the inves;crneﬁts here involve U.S. mar{ufactliﬁng of some of the componénts in the .
United States, a value added analysis is-appropriate. The Federal Circuit has endorsed a value-
added analysis, explaining that the patentee must add a value greater than that of an importer.
Séhape;ﬁ Myz. Co. v. US. Int’l Trade Comm’n 717 F.2d 1368, 1372-73, 1370 0.5 (Fed. Cir. 1983)
(“Congress did not mean to protect American importers (ﬁke Schaper) who cause the imperted
item to be produced for them abroad and engage in relatively small nonpronioﬁc;nal and non-
ﬁﬁancing activities in this country- i.e., they engage in design and a s.mail amount of inspection
and packaging in this country.”).” The Commission’s decisions in Stringed Instruments,
Printing and Imaging Devices, and Male Prophylactics indicate that the analysis is not limited to
a strictly numerical comparison of domestic and foreign activities, but rather that the assessment
is made in the context of the complaiﬁant’s size and the industry as a whole. Certain Printing
and Imaging Devices, Inv. 337-TA-690, Comm’n Op. at 31-32 (Feb. 17, 2011) Certain Méle
Prophylactic Devices, Inv. No. 357—TA—546, Comm’ﬁ Op., at 39 (Aug. 1, 2007); Stringed

Musical Instruments, Inv. No.‘337-TA~586, Comm’n Op. at 26.

12 Although this case was decided before the elimination of the injury requirement (and
the requirement for an efficiently operated industry) in 1988, the case is relevant to the domestic
industry requirement. '
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The ALY found that Standard Innovation’s ‘expgnditures on components produced in the
United States by subcontractors, which totaled $[ ],13 were not significant or
substantial enough to demonstrate the existence of a domestic industry. ID at 76. ‘The ALJ ‘
found that the domestic component expense was small relative to product fevenue, but raw
material cbsts are oftent émall relative to-sales revenue for a consumer product. Jd. We believd
that the ALJ should have evaluated Standard hnovaﬁom’ component expenditures of §{ ‘ ]

| giving due consideration to the critical nature of the components to the patented products and in
the context of the industfy and the company.

In this investigation, [ ]. percent of components for the-We-Vibe are sourced domestically
and these components account for 5 percent of the total cost of production."* ID 76 (citing CX -
87C; CX-280C at Q/A195). We recogniz§ that [ ] percent is a relatively modest proportion of
domestic content viewed in isolation. Nonetheless, as the Commission e_xplained inMale
Prophylactics, there is no bright-line threshold for domestic value-added to satisfy the domestic
industry requirement. Although the statute does not providé a precise definition of “significant”
investment, it does not indicate that the significance of investment in the United States must be
evaluatedvrelaﬁve to the significance of the foreign investment in purely mathematical terms. As
the Commission indicated in Male Propl%ylactics, it also gi;/es weight to qualitative

considerations in assessing significance. In that case, the Commission analyzed the value added

13 These expenditures included $] Jon
microcontroller parts, §[ 1 for pigments. ID at 71-73.
1 Standard Innovation and the IA contend that [ ] percent of the content of the We-Vibe
-is.accounted for by domestic components. CX -87C; CX-280C at Q/A195. Although
‘Respondents challenge the [ ] percent, the figure is based upon the same information in
complainant’s exhibits as the ALJ’s calculation. We consider both the [ ] percent and S percent
figures relevant to the question of how much value is added domestically to the We-Vibe
products.
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by U.S. operations from both a quaﬁtitati?e and qualitative standpoint. The Commission found
that complainant’s domestic activities were limited to lubrication and foiling (because the
condoms themselves wei*e manufactured abroad), and that these domestic operations were
necessary to the commercial marketability of these products. Id. at 42-43. Moreover, the
Commission noted that the U:S. ﬁﬁishing operations were directed to the practice of certain
pgtent claims. h

ﬁé conf:ribution'of the componeﬁts at issue from a qualitative ."standpoint‘is indeed
signiﬁcan;c under the facts in this investigation, considering the article of commerce, and the
realitics of the marketplace. The record indicates that the three domestically-sourced
comporients { 1 and the microcontroller products) are crucial to the
functionality of the We-Vibe. [ ] and is considered
its “secret sauce™ because it is so critical to the We-Vibe functionality. After Standard

Innovation experimented with [

1. CX-0280C at Q/A39-40. [ ]is another
critical component for the We-Vibe. [

] Standard Innovation spent months just prior
to the launch of We-Vibe trying to reéolve these mamfacturing issues. Standard Innovation
determined that the best resolution was to |

] while leaving an even finish. CX-0280C at Q[Ai 70.

The microcontroller products from [ . ] are also crucial components; they
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enable the We-Vibe to function as a vibrator (particularly as a vibrator with multiple vibration
modes) by controlling the vibrator motor and mode selection. CX-280C at 21.

Standard Innovation has also explained that We-Vibe is the compaﬁy’s flagship product
and that it has created a new niche market for couples vibrators through its product inhovations,
CX-282C Q. 18; CX-275C at 105-106. The We-Vibe products account for more than [ ]
percent of Standard [nnovation’s sales, and those sales have iﬁcreased dramatically since the We-

- Vibe’s Ialinch. CX-280C Q. 204; CX-282C Q. 16, 17, 25; Tr., 146:8-147:2, 169;3—20; CX-73C.
Thus, both the importance of the components to the We-Vibe and the importance of the We-Vibe
to Standard Innovation weigh heavily in favor of finding a domestic industry.

In conclusion, we note that the reality of today’s marketplace is that many products are
assembled overseas. In this instance, crucial components for the We-Vibe are produced
domestically. We find that Standard Innovation’s expenditures of over ${ lon
components directly related to the ‘605 patent and critical to the We-Vibe (the company’s
flagship product) are significant in the context of a small start-up coﬁpmy developing a new
market for couples vibrators. Thus, Standard Innovation (by and through its subcontractors) has

shown a significant investment in domestically ﬁroduced components.

2. Complainant Did Not Waive its Arguments that the Technical
Prong of the Domestic Industry Is Met

Although the ALJ found that the IA proved that the technical prong was satisfied, he
found establishment of this requitement had been waived by Standard Innovation because its
post-hearing brief only offered a string citation in support. ID 51-52. As was the case with

infringement, he found that Staff identified evidence that showed the technical prong to be
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satisfied by claim 1 of the ‘605 patent. ID 52. Standard Innovation and the IA petitioned for
review on this issue and the Respondents opposed.

We reverse the ALI’s waiver finding with respect to the technical proné for the same
reasons we reverse his waiver finding with respect to infringement. The technical prong was
adequately bri,efgd by Standard Innovation and essentially uncontested (except for Respondents’
pros@ﬁon disclaimer, which we have rejected). We affirm the ALJ’s conclusion that the

technical prong is met.

IV. REMEDY, THE PUBLIC INTEREST, AND BONDING
In his Recommended Determination (“RD”) on remedy and bonding, the ALJ
recommended that, if the Commission finds a violation, it should issue a general exclusion order.
RD at 2-6, He also recommended a bond amount during the Presidential review period based on
the difference in average prices of the accused products and Standard Innovation’s products. RD
at 9-10. The ALJ did not recommend cease and desist orders (“CDOs”). Id.
A. The Appropriate Remedy is a General Exclusion Order and Cease
and Desist Orders
The Commission's authority to issue a general exclusion order in this investigation is
found in section 33 7(d)(2), which provides the following:
The authority of the Commission to issue an exclusion from entry of articles shall be
limited to persons determined by the Commission to be violating this section unless the
Commission determines that-- T
(A) a general exclusion from entry of articles is necessary to prevent
circumvention of an exclusion order limited to products of named persons; or

(B) there is a pattern of violation of this section and it is difficult to identify the
source of infringing products. ‘

19 U.S.C. § 1337(d)(2).
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We agree with the ALJ that the appropriate statutory relief is a general exclusion order.

Standard Innovation has shown that there is a pattern of violation of section 337 and that it is

difficult to identify the source of the infringing imports.”> 19 U.8.C. § 1337(d)(2)(B). The ALJ -

found evidence of counterfeiting of the We-Vibe products and extensive sales of those
counterfeits in the record. RD at 4 (citing CX_278C at Q/A 271; CX-0072; CX-282 at Q/A 92;
CX-282C at Q/A 95). The ;narket. conditions for these products encourage counterfeiters tq'sell
infringing products in the U.S. market. Spéciiically, the ALJ found that U.S. consumers
purchase over one billion dollars of kinesiotherapy devices imported from overseas each yeat,
that profit margins are often in excess of 400%, and that foreign entities wishing to enter the
market have ready access to fully established distribution networks. RD at 4-5 (citing CX-280C
at Q/A 287-288, 292; CX-218; CX-282C at Q/A 93-94). The counterfeiting coupled with the
Commission’s findings regarding the infringing products at issue in this invest:lgaﬁoh and the
current inarket conditions are evidence of a pattern of the sale of goods infringing the ‘605
pa’cen’c.16
We further agree with the ALJ that Standard Innovation has adequately documented the

difficulty in identifying the source of the infringing goods. Online purchases of kinesiotherapy -
devices are commonplace in this industry. CX-288C at Q/A 68; CX-~1971C at Q/A. 527-528;
CX-746;, CX 723. The ALIJ found that the actual identities of these online retailers are often

hiddeﬁ and that numerous entities have multiple storefronts or web addresses which make

1 We affirm the ALI’s determination that the record does not show that a general
exclusion order is necessary to prevent circonmvention of a limited exclusion order under 19
"Us.C. ?1337((1)(2)(1&). RD at2-3.

We do not rely upon the consent orders issued in this case as evidence of a pattern of

infringement.
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identification impossible. RD at 5 (citing CX-278C Q/A 269, 277-279; CX-1089; CX-3-4C; CX-
280C Q/A 298-299; CX-ZEZC at Q/A 83-87). Furthermore, the ALJ found that Standard
Innovation had shown that it is difﬁcult to identify the source of the infringing products by
providing evidence of its own failed efforts to make such determinations. RD at 6 (-ciﬁng Tr.
" 143:6-144:3), We therefore determine to issue a general exclusion order.!”

The Commission generally issues a CDO directed to a domestic respondent when there is
a “connnercini]y significant” amount of infringing, ilnported ﬁfoduct in the United States that
could be sold as to undercut the remedy provided by an exclusion order. See Certain
Condensers, Parts Thereof and Products Containing Same, Including Air Coﬁdz‘zioners for
Automobiles, Inv, No. 337-TA-334, Comm’n Op. at 26-28 (Aug. 27, 1997). The ALJ -
recommended that the Commission not issue CDOs here because he found that respondents did
not maintain “coﬁmadaﬂy significant” amounts of infringing products in the United States.
RD at 7. In particular, ne stressed that a stipulation on inventory amounts entered into by the
parties did not break out the inventories by accused nroducts. Id. at 8.

The IA and Standard Innovation argue that CDOs are watranted by the record in his
investigation, The IA notes that the inventory figures are broken out for the remaining accused
producfs in Respondents’ confidential exhibits to their answer to the complaint, indicating that

[ ]units of the Lelo Tiani were held in inventory in the United States.'®

17 We note that the ALJ included claims 88 and 92 in his discussion of the asserted claims
and his section entitled “Initial Determination™ but he did not specifically analyze them in his
infringement discussion or conclusions of law. Standard Innovation does not include the claims
in its requested relief. Accordingly, we do not include claims 88 and 92 in the scope of the
issued orders. :

18 Inventories held by Respondents are the following: LELO, Inc., [ ] units of Lelo
Tiani; PHE, [ ]units of Lelo Tiani; NALPAC, [ ] units of Lelo Tiani; Eldorado, [ ] units of
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BRased Ion these| ] units, the Commission finds that there are commercially significant
inventories in the United States, and fherefore has determined to issue cease and desist orders to
remaining domestic respondents: LELO Ine. of San Jose, California; PHE, Inc: d/b/a Adam &
Eve (;f Hillsborough, North Carolina; Nalpac Enterprises, Ltd. of Ferndale, Michigan; E.T.C.
Inc. (d/b/a Eldofado Trading Company, Iﬁc.) of Broomfield, Colorado; Williams T rading Co.,.
Inc. of Pennsauken, New Jersey; Honey’s Place Inc. of San:Femando, California and Lover’s

Lane & Co. of Plymouth, Michigan.

B. The Public Interest

Standard Tnnovation and the IA argue that entry of a general exclusion order and cease
and desist ordei‘s as described above would not be contrary to the public interest. Standard
Innovation Response to the Commission at 21. IA’s Responée to the Commission at 23,
Neither Respondents nor any member of the public raised any public interest concerns in this
investigation. |

There is no evidence that U.S. demand for certain kinesiotherapy devices and
components thereof cannot be adéquatel& met by complainant and legitimate competitors, i.e.,
mamufacturers and retailers of certain kinesiotherapy devices and components thereof that have
not been found to infringe the ‘605 patent. Moreover, the record contains no indication of any
adverse effects .of the general exclusion order and cease and desist orders on the public hegltﬁ

~ and welfare, U.S. production of like or directly competitive products, competitive conditions in

Lelo Tiani, WIC,[ ] units of Lelo Tiani; Honey Place, [ ] units of Lelo Tiani. Answer to
the Complaint, Respondents’ exhibits 1, 2, 5-8. We have not included inventories of the
Picobong Mahana as we find that this device does not infringe.
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the United States, or U.3. consumers. Thus, we do not find any public interest considerations

that would weigh against our remedies.

C. Bond |

‘ The ALJ noted that when reliable price information is available, the Commission has
often set the bond by eliminating the differential between the dqfnestio product and the importeci,
infringing product. He found that Standard Innovation’s calculation was flawed because it
inéluded LELO’s Noa, a new product not aocﬁsed in this investigation. He recommended the
bond amount be set based on the difference between average of the prices for the Tiém, Tiani2,
and Picobong Mahana and the average of prices for the We-V1bé 2and 3. RDat9. The ALJ did
not recommend a specific bond amount. RD at 9, The IA asserts that a bond in the amount of
4.6 éercent is appropriate. IA Reply Briefing at 9.

When reliable price information is z;vailable, the Commission has often set the bond by
eliminating the differential between the domestic product and the imported, infrinéing product.
See Certain ]\ﬁcro;sphere Adhe.gives, Processes for Malking Same, and Products Containing
Same, Including Self-Stick Repositionable Notes, Inv. No. 337-TA-366, Comm’n Op. a 24
(1995), The Commission agrees with the ALJ that it is appropriate to exclude the prices of the
Noa because it is not an accused product. The Commission further exch;des the price of the
Picobong Mahana from the bond calculation because we have found that it does not infringe.
Therefore, we set a bond based on the differential between the We-Vibe products ($119) and the

| Tiani ($159). Standard I;lnovaﬁon Response to the Commission at 24. Because the Tiani is sold
at a higher average price, we are setting a bond in the amount of zero percent of the entered value

during the presidential review petiod.
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V.  CONCLUSION

Upon review of the ID, the Commission determines to: (1) reverse the ALY’s finding that
the complainant’s investments weré insufficient to saﬁsfy the economic prong of the domestic
industry requirement, (2) reverse the ALT’s ﬁndin‘g that round shapes were not disclaimed dpn‘ng .
proéecution, (3) reverse the ALJ ’s findings that the complainant waived infringement and the
technical prong of the domestic industry requirement, and (4) affirm the remainder of the ID that
is consistent with this oﬁim'on. We therefore determine to: (1) find a violation of section 3;37, 2
issue a general exclusion order and cease and desist orders, and (3) set-a bond in the amount of

zero percent of the entered value during the presidential review period.

By order of the Commission,

Lisa R. Barton
Acting Secretary to the Commission

Issued: July 12,2013
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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of
’ Investigation No. 337-TA-823
CERTAIN KINESIOTHERAPY DEVICES
AND COMPONENTS THEREOF

NOTICE OF COMMISSION DETERMINATION TO REVIEW THE FINAL INITIAL
DETERMINATION OF THE ADMINISTRATIVE LAW JUDGE AND TO EXTEND
THE TARGET DATE FOR COMPLETION OF THE INVESTIGATION BY TWO

WEEKS TO JUNE 7,2013

AGENCY‘: U.S. International Trade Commission.
ACTION:  Notice.

SUMMARY:: Notice is hereby given that the U.S. International Trade Commission has
determined to review the final initial determination (“final ID” or “ID”) of the presiding
administrative law judge (*ALJ”) in its entirety in the above-captioned investigation. under
section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337 (“section 3377). The ALJ
found no violation of section 337.. The Commission has further determined to extend the target
date for completion of the investigation by two weeks to June 7, 2013.

FOR FURTHER INFORMATION CONTACT: Michael K. Haldenstein, Office of the
General Counsel, U.S. International Trade Commission, 500 E Street, S.W., Washington, D.C.
20436, telephone (202) 205-3041. Copies of non-confidential documents filed in connection
with this 1nvest1gat10n are or will be available for inspection during official business hours (8:45
a.m. to 5:15 p.m.) in the Office of the Secretary, U.S. International Trade Commission, 500 E
‘Street, S.W., Washington, D.C. 20436, telephone (202) 205-2000. General information
concerning the Commission may also be obtained by accessing its Internet server
(http:/fwww.usitc.gov). The public record for this investigation may be viewed on the
Commission's electronic docket (EDIS) at hitp:/ledis.usitc.gov. Hearing-impaired persons are
advised that information on this matter can be obtained by contacting the Commission’s TDD
terminal on (202) 205-1810.

SUPPLEMENTARY INFORMATION: The Commission instituted this investigation on
January 10, 2012, based on a complaint filed by Standard Innovation Corporation of Ottawa,
ON, Canada and Standard Innovation (US) Corp. of Wilmington, Delaware (collectively,
“Standard Innovation”). 77 Fed. Reg. 1504 (Jan. 10, 2012). The complaint alleged violations of



section 337 of the Tariff Act of 1930, as amended 19 U.S.C. § 1337, by reason of infringement
of certain claims of United States Patent Nos. 7,931,605 (“the ‘605 patent™) and D605,779 (“the
779 patent”). The complaint named twenty one business entities as respondents, several of
which have since been terminated from the investigation based upon consent order stipulations.
On July 25, 2012, the Commission determined not to review an ID (Order No. 25) granting
Standard Innovation’s motion to withdraw the *779 patent from the investigation.

An evidentiary hearing was held from August 21, 2012, to August 24, 2012.

On January 8, 2013, the ALJ issued a final ID finding no violation of section 337. The
ALJ also issued a recommended determination on remedy and bonding on January 22, 2013.
Specifically, the ALJ found that Standard Innovation had not satisfied the economic prong of the
domestic industry requirement. The ALJ found, however, that the accused products infringe the
asserted claims, that the asserted claims were not shown to be invalid, and that the techmcal
prong of the domestic mdustry requirement was shown to be satisfied.

On January 22, 2013, Standard Innovation and the Commission investigative attorney
filed petitions for review of the final ID. Also on January 22, 2013, the respondents remaining in
the investigation (Lelo Inc., Leloi AB, PHE, Inc. d/b/a Adam & Eve, Nalpac Enterprises, Ltd.
d/b/a/ Nalpace, Ltd., E.TC. Inc. d/b/a Eldorado Trading Company, Inc., Williams Trading Co.
Inc., Honey’s Place Inc. and Lover’s Lane & Co.) filed a joint contingent petition for review. On |
January 30, 2013, the parties filed responses to the petitions.

Having examined the final ID, the petitions for review, the responses thereto, and the
relevant portions of the record in this investigation, the Commission has determined to réview
the final ID in its entirety. The Commission has further determined to extend the target date for -
* completion of the investigation by two weeks to June 7, 2013. 3

The parties are requested to brief their positions on only the following questlons wnh
- reference to the applicable law and the evidentiary record:

1. Please provide evidentiary support in the record showing U.S. investments relating to the
components that are relied on by complainant to meet the domestic industry requirement, -
including as appropriate information relating to component providers, contraétor’s, and
subcontractors. ’

2. Please comment on the significance of the relatlve contribution of domestic inputs as
compared to total production (domestic and foreign) of complainant’s products alleged to .
practice the ‘605 patent. .

3. Please provide evidentiary support in the record regarding whether the U. S investments -
alleged by complalnant are significant or substantial in the context of the complamant’
business, the relevant industry, and market realities.

4. Please explain how component purchasing expenditures for U.S. components not made
specifically for the domestic industry products constitute an investment in plant and -

”



equipment, employment of labor or ca?ital,_ or an investment in exploitation under 19
U.S.C. § 1337(a)(3). : ' :

In connection with the final disposition of this investigation, the Commission may issue
(1) an order that could result in the exclusion of the subject articles from entry into the United
States, and/or (2) cease and desist orders that could result in respondents being required to cease -
and desist from engaging in unfair acts in the importation and sale of such articles, Accordingly,
the Commission is interested in receiving written submissions that address the form of remedy, if
any, that should be ordered. If a party seeks exclusion of an article from entry into the United
States for purposes other than entry for consumption, the party should so indicate and provide
information establishing that activities involving other types of entry e1th¢r are adversely
affecting it or are likely to do so. For background information, see the Commission Opinion,
Certain Devices for Connecting Computers via Telephone Lines, Inv. No. 337- TA 360.

1 the Commission contemplates some form of remedy, it must consxder the effects of that
remedy upon the public interest. The factors the Commission will consider include the effect
that an exclusion order and/or cease and desist orders would have on (1) the public health and
welfare, (2) competitive conditions in the U.S. economy, (3) U.S. production of articles that are
like or directly competitive with those that are subject to investigation, and (4) U.S. consumers.
The Commission is therefore interested in receiving written submissions that address the
aforementioned pubhc interest factors in the context of this investigation.

If the Commission orders some form of remedy, the U.S. Trade Representative, as
delegated by the President, has 60 days to approve or disapprove the Commission’s action. See
Presidential Memorandum of July 21, 2005, 70 Fed. Reg. 43251 (July 26, 2005). During this
- period, the subject articles would be entitled to enter the United States under bond, in an amount

determined by the Commission and prescribed by the Sectetary of the Treasury. The
Commission is therefore interested in receiving submissions concerning the amount of the bond
that should be imposed if a remedy is ordered.

WRITTEN SUBMISSIONS: The parties to the investigation are requested to file written
submissions on the issues under review. The submissions should be concise and thoroughly
referenced to the record in this investigation, including references to exhibits and testimony.
Additionally, the parties to the investigation, interested government agencies, and any other
interested persons are encouraged to file written submissions on the issues of remedy, the public
interest, and bonding. Such submissions should address the ALJ’s recommended determination
on remedy and bonding. Complainant and the Commission investigative attorney are also
requested to submit proposed remedial orders for the Commission’s consideration. Complainant
is requested to supply the expiration date of the patent at issue and the HTSUS numbers under
which the accused products are imported. The written submissions and proposed remedial orders
must be filed no later than the close of business on April 8, 2013, and should be no more than 25
pages. Reply submissions must be filed no later than the close of business on April 15, 2013, v
and should be no more than 15 pages. No further submissions will be permitted unless otherwise:
ordered by the Commission. : : : :



Persons filing written submlssmns must do so 1n accordance w1th Comnnssmn rule
true coples thereof must also be filed on or before the deadhnes stated above with the Office of
the Secretary. Any person desiring to submit a document (or portion thereof) to the Commission
in confidence must request confidential treatment unless the information has already been
granted such treatment during the proceedings. All such requests should be directed to the
Secretary of the Commission and must include a full statement of the reasons why the
Commission should grant such treatment. See 19 C.F.R § 201.6. Documents for which -
confidential treatment is granted by the Commission will be treated accordingly. All
nonconfidential written submissions will be available for pubhc ingpection at the Office of the
Secretary.

' This action is taken under the authority of section 337 of the Tariff Act of 1930,as
amended (19 U.S.C. § 1337), and under sections 210.42 - 46, Sl(a) of the Commission’s Rules
of Practice and Procedure (19 C.F.R. §§ 210.42 - .46, .51(a)).

By order of the Commission.

Lisa R. Barton

Acting Secretary to the Commission -

- Issued: March 25, 2013
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UNITED STATES INTERNATIONAL TRADE COMMISSION

WASHINGTON, D.C.
In the Matter of
CERTAIN KINESIOTHERAPY DEVICES Imvestigation No. 337-TA-823
AND COMPONENTS THEREOQF

INITIAL DETERMINATION ON VIOLATION OF SECTION 337
Administrative Law Judge Thomas B. Pender

(January 08, 2013)

Pursuant to the Notice of Investigation and Rule 210.42(a) of the Rules of Practice and
Procedure of the United States International Trade Commission, this is the Initial Determination
in the matter of Certain Kinesiotherapy Devices and Components Thereof, United States
International Trade Commission Investigation No. 337-TA-823.

It is held that a violation of Section 337 of the Tariff Act of 1930, as amended, has not
been found in the importation into the United States, the sale for importation, or the sale within
the United States after importation, of certain kinesiotherapy devices and components thereof
with respect to claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59, 66-73, 75-90, and 92 of
U.S. Patent No. 7,931,605. Furthermore, it is held that a domestic industry in the United States

does not exist that practices or exploits U.S. Patent No. 7,931,605.
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L INTRODUCTION
A. Procedural History
On December 2, 2011, complainants Standard Innovation (US) Corp. and Standard

Innovation Corporation (collectively, “Standard Innovation™) filed a Complaint with the
Commission pursuant to Section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337.
In its Complaint, Standard Innovation alleged violations of Section 337 by respondents LELO
Inc., LELOi AB, and LELO! (collectively “Lelo Respondents™); Natural Contours Europe;
Momentum Management, LLC a.k.a. Bushman Products; Evolved Novelties, Inc.; Nalpac
Enterprises, Ltd. d/b/a Nalpac, Ltd.; E. T.C., Inc. d/b/a Eldorado Trading Company, Inc.
(“ETC”); Williams Trading Co., Inc.; Honey's Place, Inc.; Lover's Lane & Co. (“Lover’s Lane”); \
PHE, Inc. d/b/a Adam & Eve (“PHE”); Castle Megastore Group, Inc.; Shamrock 51
Management Company, Inc.; Paris Intimates, LLC; Drugstore.com, Inc.; Peekay Inc.; Mile Inc.
d/b/a Lion's Den Adult; Marsoner, Inc. d/b/a Fascinations; Love Boutique-Vista, LLC d/b/a Déja
vu; and Toys in Babeland LLC, based upon the importation into the United States, the sale for
importation, and/or the sale within the United States after importation of certain kinesiotherapy
devices and components thereof that allegedly infringe claims 1-7, 9-21, 23, 24, 26, 33-40, 42-
54, 56, 57, 59, 66-73, 75-90, and 92 of U.S. Patent No. 7,931,605 (“the *605 patent”) and the
design claimed in U.S. Patent No. D605,779 (“the *779 patent”).

This Investigation was instituted by the Commission on January 4, 2012, to determine

whether there is a violation of subsection (2)(1)(B) of Section 337 in the importation into the

1 On April 17, 2012, Chief Judge Bullock issued an Initial Determination granting Standard
Innovation’s motion for leave to amend the Complaint and Notice of Investigation to correct the
entity name as Lelo Shanghai Trading Ltd. (Order. No. 21 (unreviewed by Comm’n May 18,
2012).)
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United States, the sale for importation, or the sale within the United States after importation of
certain kinesiotherapy devices and components thereof that infringe one or more of claims 1-7,
9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59, 66-73, 75-90, and 92 of the *605 patent and the claim
of the *779 patent, and whether an industry in the United States exists as required by subsection
(a)(2) of Section 337. See 77 Fed. Reg. 1504 (Jan. 10, 2012).

This investigation was originally assigned to Chief Administrative Law Judge Bullock.
(See Jan. 4, 2012, Notice to the Parties.) On May 7, 2012, this investigation was reassigned to
me. (See May 7, 2012, Notice to the Parties.)

Respondent Drugstore.com, Inc. was terminated from this Investigation based on a
consent order issued April 11, 2012. (See Consent Order; Comm’n Notice (Apr. 11, 2012);
Order No. 9 (Mar. 9, 2012).)

Respondent Mile Inc. d/b/a Lion’s Den Adult was terminated from this Investigation
based on a consent order issued on May 8, 2012. (See Consent Order; Comm’n Notice (May 8,
2012); Order No. 19 (Apr. 6, 2012).)

Respondent Paris Intimates, LLC was terminated from this investigation based on a
consent order issued on May 15, 2012. (See Consent Order; Comm’n Notice (May 15, 2012);
Order No. 20 (Apr. 12, 2012).)

On June 28, 2012, I issued an Initial Determination Granting Standard Innovation’s
Motion for Termination of the Investigation with Respect to the *799 Patent. (Order. No. 25.)
The Commission determined not to review Order No. 25. (Comm’n Notice (Jul. 25, 2012).)

On July 24, 2012, I struck respondent Lover’s Lane inequitable conduct defense and
denied respondents Lelo, Nalpac Enterprises, Ltd., ETC, Williams Trading Co., and Honey’s

Place, Inc.’s motion to amend their responses to the complaint to add the defense of inequitable
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conduct. (Order Nos. 29-30.) Thus, inequitable conduct is no longer at issue in this
Investigation.

Respondent Castle Megastore Group, Inc. was terminated from this investigation based
on a consent order issued on August 9, 2012. (See Consent Order; Comm’n Notice (Aug. 9,
2012); Order No. 26 (Jul. 10, 2012).)

Respondents Love Boutique-Vista, LLC d/b/a Déja vu, Peekay, Inc., and Shamrock 51
Management Company, Inc. were terminated from this Investigation based on respective consent
orders issued on August 20, 2012. (See Consent Orders; Comm’n Notice (Aug. 20, 2012); Order
Nos. 31-33 (Jul. 26, 2012).)

Respondent Marsoner, Inc. d/b/a Fascinations was terminated from this Investigation
based on consent order issued on August 29, 2012. (See Consent Order; Comm’n Notice (Aug.
29, 2012); Order No. 34 (Aug. 1, 2012).)

Respondent Toys in Babeland LLC was terminated from this Investigation based on
consent order issued on September, 2012. (See Consent Order; Comm’n Notice (Sept. 20, 2012);
Order No. 39 (Aug. 21, 2012).)

On October 1, 2012, I issued an Initial Determination granting an unopposed motion to
terminate the Investigation with respect to Natural Contours Europe and Lelo Shanghai Trading
Ltd. based on partial withdrawal of the complaint. (Order. No. 40 (unreviewed by Comm’n Oct.
31,2012).)

Respondents Momentum Management, LLC a.k.a. Bushman Products and Evolved
Novelties, Inc. were terminated from this Investigation based on respective consent orders issued
on November 5, 2012. (See Consent Orders; Comm’n Notice (Nov. 5, 2012); Comm’n Notice

(Sept. 10, 2012); Order Nos. 36-37 (Aug. 9, 2012).)



PUBLIC VERSION

An evidentiary hearing was held in this Invéstigatiqn from August 21 — 24, 2012.

On October 26, 2012, the private parties filed a joint motion to correct two errors in the
record. First, the private parties state that Order No. 38 struck RPX-0007. Complainants request
that RPX-0007 be removed from the record. Respondents and the Staff do not oppose this
request. RPX-0007 was not admitted. Accordingly, there is nothing to strike from the record.

Second, the private parties state that the wrong version of the “Feeldoe” was marked as
Respondents’ Physical Exhibit RPX-0008, and that the correct version of the device was not
marked. Specifically, the private parties state the “Feeldoe Classic,” which is purple in color and
has packaging that includes a checkmark by the word “Classic,” was erroneously marked as
RPX-0008. The private parties further state the “Feeldoe Slim,” which is blue in color, should
have been marked as RPX-0008. To clarify the record, the parties have marked the correct blue
“Feeldoe Slim” device as RPX-0008 and request that the blue “Feeldoe Sim” device replace the
purple “Feeldoe Classic.” The parties request that the purple “Feeldoe Classic™ device be
removed from the final record before the Commission. The Staff does not oppose this reciuest.
The parties request is granted.

On September 4, 2012, Standard Innovation requested a ruling on RX-0128C(2), an
email from Melody Murison (spouse of the named inventor of the *605 patent), to an unidentified
person and included as a copy of the original RX-128C, a two-page document with the label
“SIC PKG 003.001” in the top left corner of the first page. Standard Innovation objects that the
exhibit lacks proper foundation under Fed. R. Evid. 104 and lacks a proper sponsoring witness
under Ground Rule 12.5. Standard Innovation argues that Respondents have failed to establish
any foundation for how this exhibit is probative of any issue in this Investigation and Dr. Locker

is not the proper sponsoring witness for this exhibit.
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Respondents argue that the exhibit shows that at least Melody Murison thought that the
Feeldoe could be used by a couple during sex and that Dr. Locker understood the reference to
sex in the chart as meaning intercourse. Respondents further argue that Dr. Locker relied on the
exhibit in part for her opinion that Kain teaches the limitation in the preamble. The Staff does
not support admission of this exhibit and asserts the Respondents have failed to establish a
proper foundation for the document. The Staff notes there is nothing in the record to indicate
who drafted the document or under what circumstances the document was prepared. The Staff
further notes that there is no evidence of what, if anything, Ms. Murison thought about the
substance of the document because simply forwarding a document to another person does not
mean that she believes that anything in the document was true.

Here, I find the Staff and Standard Innovation’s arguments go to the weight I should give
the document rather than its admissibility. Accordingly, RX-0128C(2) is admitted. However, as
the Staff notes, there is no evidence that Ms. Murison agreed with the statements in the
attachment to the email. Further, Dr. Locker offers no explanation for her interpretation of “sex™
in the document as “intercourse.” Finally, while the document indicates that the Feeldoe can be
used by a couple during sex, the document aiso indicates that the Feeldoe does not “allow(]
access to vagina for penis or dildo.” RX-0128C(2). Accordingly, to the extent I give any weight
to this document, I find it supports Standard Innovation’s position that the Feeldoe does not
anticipate the 605 patent because, as discussed below, I find the preamble limiting. And the
document indicates that the Feeldoe is not dimensioned to be worn on the body of a female

during coitus.
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B.  Parties
1. Complainants

Standard Innovation Corporation is a corporation organized under the laws of Canada and
has its headquarters in Ontario, Canada. (Complaint at 9 5.) Standard Corporation has been
involved in the design and manufacturing of sexual wellness products siﬁce 2004 and the
company has grown rapidly since its inception. (Id.; CX-0278C (Webster WS) at Q/A 31.)

Standard Innovation (US) Corporation is the U.S. subsidiary of Standard Innovation
Corporation and distributes and sells Standard Innovation Corporation’s products in the United
States. (CX-0280C (Finlayson WS) at Q/A 24-25.)

2. Respondents

Lelo Inc. is a California corporation having its principal place of business in San Jose,
California. (Complaint at §22.)
Lelo AB is a corporation having its principal place of business in Stockholm, Sweden.
) [
]

PHE, Inc. d/b/a Adam &Eve is a corporation organized under the laws of New Jersey and
has its principal place of business in Hillsborough, NC. (Complaint at §92.) PHE Inc., d/b/a
Adam & Eve, has sold after importation into the United States one or more of the Accused
Products, including Lelo’s Insignia Tiani. (JX-0012 at9q5.)

Nalpac Enterprises, Ltd. is a corporation organized under the laws of Michigan and
maintains its principal place of business in Ferndale, Michigan. (Complaint at §92.) Nalpac
Enterprises has sold after importation into the United States one or more of the Accused

Products, including Lelo’s Insignia Tiani and Lelo’s PicoBong Mahana. (JX-0012 at{11.)
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E.T.C. Inc. (d/b/a Eldorado Trading Company, Inc.) is a corporation organized under the
laws of Colorado and maintains its principal place of business in Bloomfield, CO. (Complaint at
9 61.) E.T.C. has sold after importation into the United States one or more of the Accused
Products, including Lelo’s Insignia Tiani and Lelo’s PicoBong Mahana. (JX-0012 at§7.)

Williams Trading Co., Inc. is a corporation organized under the laws of New Jersey and
maintains its principal place of business in Pennsauken, NJ. (Complaint at ] 69.) Williams
Trading Co., Inc. has sold after importation into the United States one or more of the Accused
Products, including Lelo’s Insignia Tiani. (JX-0012 at§9.) -

aney’s Place Inc. is a corporation organized under the laws of California and maintains
its principal place of business in San Fernando, California. (Complaint at ] 80.) Honey’s Place
has sold after importation into the United States one or more of the Accused Products, including
Lelo’s Insignia Tiani. (JX-0012 at | 1:?.)

Lover’s Lane & Co. is a corporation organized under the laws of Michigan and maintains
its principal place of business in Plymouth, MI. (Complaint at § 88.) Lover’s Lane has sold after
importation into the United States one or more of the Accused Products, including Lelo’s
Insignia Tiani and Tiani2. (JX-0012 at§ 15.)

C. Patent at Issue

The *605 patent is the only patent at issue in this investigation. The *605 patent, titled
“Electro-Mechanical Sexual Stimulation Device to be Worn During Intercourse,” issued on April
26, 2011 to the named inventor Bruce Murison. (JX-0001 at 002.) The *605 patent is assigned

to Standard innovation Corporation. (d.)
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D. Products at Issue

Standard Innovation relies on the We-Vibe (original), the We-Vibe II, and the We-Vibe 3
(“Domestic Industry Products™) to support its showing of the domestic industry requirement for
the 605 patent. (CIB at 3-4.)

The accused products are Lelo’s Insignia Tiani, Lelo’s Insignia Tiani 2, and Lelo’s
Picobong Mahana (“Accused Products™). (CX-0282C (Oscada WS) at Q/A 25; JX-0012.)

E. Overview of the Technology

The technology at issue concerns sexual stimulation devices designed to be worn by a
woman during sexual intercourse. (CX-0277C (Villaraga WS) at Q/A 61.) These devices are
generally U-shaped and have inner and outer arms joined together by a connecting arm, as

depicted below. (Zd. at Q/A 62.)

'CDX—0064 (original We-Vibe)

The inner arm (i.e. the smaller arm) of the device is sized to be inserted into the vagina so
that it contacts the wall of the vagina at or near the G-spot during intercourse. (Id. at Q/A 63.)

The outer arm is sized to contact the clitoris during intercourse. /d. The C-shaped member that
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connects the two arms is slender and resilient, which enables it to be worn during intercourse.
(Id.) Further, both the inner and outer arms may contain a vibrator to stimulate the clitoris, the
G-spot, and the vagina simultaneously. (/d.)
ﬁ. IMPORTATION OR SALE
Each Respondent admits that it has imported or sold after importation in the United States
at least one of the Accused Products in this investigation. (JX-0012.) It has long been
recognized that an importation of even one accused product can satisfy the importation
requirement of Section 337. See Certain Trolley Wheel Assemblies, Inv. No. 337-TA-161,
Comm’n Op. at 7-8, USITC Pub. 1605 (Nov. 1984) (importation requirement satisfied by
importation of a single product of no commercial value). Thus, I find thé importation
requirement is satisfied with respect to the *605 patent.
On December 2; 2011, the Commission issued its opinion in Certain Electronic Devices

with Image Processing Systems, Components Thereof, and Associated Sofiware, Inv. No. 337-
TA-724. (“Electronic Devices with Image Processing Systems”). The Commission stated in its
opinion that “the ALJ’s importation analysis must include an evaluation of whether the type of
infringement alleged will support a finding that there has been an importation of an article that |
infringes in violation of Section 337. Electronic Devices with Image Processing Systems, Inv.
337-TA-724, Comm’n Op. at 13, n. 8 (December 2, 2011). In particular, the Commission held
that:

[S]ection 337(a)(1)(B)(i) covers imported articles that directly or

indirectly infringe when it refers to “articles that — infringe.” We

also interpret the phrase “articles that — infringe” to reference the

status of the articles at the time of importation.  Thus,

infringement, direct or indirect, must be based on the articles as
imported to satisfy the requirements of Section 337.

10
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Id. at 13-14. The Commission further held that “[w]e analyze a violation of Section
337(a)(1)(B)(i) based on method claim(s] [] under the statutory rubrics of indirect infringement.”
Id. at 18. In that investigation, the Commission held that the complainant failed to show
importation, sale for importation, or sale after importation of articles that infringe a method claim
directly or indirectly. Id. at 18-19.

Staﬁdard Innovation alleges that the Accused Products directly infringe the asserted
épparatus claims of the *605 patent. Standard Innovation’s allegations of direct infringement of
the apparatus claims of the *605 patent support a finding that there has been an importation of an
article that infringes in violation of Section 337.

HI. JURISDICTION

In order to have the power to decide a case, a court or agency must have both subject
matter jurisdiction and jurisdiction over either the parties or the property involved. 19 U.S.C. §
1337; Certain Steel Rod Treating Apparatus and Components Thereof, Inv. No. 337-TA-97,
Commission Memorandum Opinion, 215 U.S.P.Q. 229, 231 (1981).

A. Subject Matter Jurisdiction

Section 337 confers sui)ject matter jurisdiction on the International Trade Commission to
investigate, and if appropriate, to provide a remedy for, unfair acts and unfair methods of
competition in the importation, the sale for importation, or the sale after importation of articles
into the United States. (See 19 U.S.C. §§ 1337(a)(1)(B) and (a)(2).) Standard Innovation alleges
in the Complaint that Respondents have violated Subsection 337(a)(1)(B) in the importation and
sale of products that infringe the asserted patents. (See Complaint.) Each Respondent has
stipulated that it either imports or sells after importation in the United States at least one Accused

_ Product in this investigation. (JX-0012.) Accordingly, I find the Commission has jurisdiction

11
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over this investigation under Section 337 of the Tariff Act of 1930. Amgen, Inc. v. U.S. Int’l
Trade Comm’n, 902 F.2d 1532, 1536 (Fed. Cir. 1990).

B.  Personal Jurisdiction

Respondents have fully participated in the Investigation by, among other things,
participating in discovery, participating in the hearing, and filing pre-hearing and post-hearing
briefs. Accordingly, I find that Respondents have submitted to the jurisdiction of the
Commission.? See Certain Miniature Hacksaws, Inv. No. 337-TA-237, Pub. No. 1948, Initial
Determination at 4, 1986 WL 379287 (U.S.LT.C., October 15, 1986) (unreviewed by
Commission in relevant pért).

C. InRem Jurisdiction

The Commission has in rem jurisdiction over the products at issue by virtue of the above
finding that the Accused Products have been imported into the United States. See Sealed Air
Corp. v. United States Int’l Trade Comm’n, 645 F.2d 976, 985 (C.C.P.A. 1981).

IV. STANDARDS OF LAW
A. Claim Construction

“An infringement analysis entails two steps. The first step is determining the meaning
and scope of the patent claims asserted to be infringed. The second step is comparing the
properly construed claims to the device accused of infringing.” Markman v. Westview
Instruments, Inc., 52 F.3d 967, 976 (Fed. Cir. 1995) (en banc) (internal citations omitted), aff"d,

517 U.S. 370 (1996). Claim construction is a “matter of law exclusively for the court.” Id. at

2 Respondents state that they “do not dispute that the Commission has jurisdiction over them
with the exception of Leloi AB, which does not manufacture, sell for importation, import into the
United States or sell within the United States after importation any of products at issue.” (RIB at
2.) 1find Leloi AB waived said argument by fully participating in the hearing.

12
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970-71. “The coﬁs(rucﬁon of claims is simply a way of elaborating the normally terse claim
language in order to understanc} and explain, but not to change, the scope of the claims.”
Embrex, Inc. v. Serv. Eng’g Corp., 216 F.3d 1343, 1347 (Fed. Cir. 2000).

Claim construction focuses on the intrinsic evidence, which consists of the claims
themselves, the specification, and the prosecution history. See Phillips v. AWH Corp., 415 F.3d
1303, 1314 (Fed. Cir. 2005) (en banc); see also Markman, 52 F.3d at 979. As the Federal Circuit
in Phillips explained, courts must analyze each of these components to determine the “ordinary
and customary meaning of a claim term” as understood by a person of ordinary skill in art at the
time of the invention. 415 F.3d at 1313. “Such intrinsic evidence is the most significant source
of the legally operative meaning of disputed claim language.” Bell Atl. Network Servs., Inc. v.
Covad Commcns Grp., Inc., 262 F.3d 1258, 1267 (Fed. Cir. 2001).

“It is a ‘bedrock principle’ of patent law that ‘the claims of a patent define the invention’
to which the patentee is entitled the right to exclude.” Phillips, 415 F.3d at 1312 (quoting
Innova/Pure Water, Inc. v. Safari Water Filtration Sys., Inc., 381 F.3d 1111, 1115 (Fed. Cir.
2004)). “Quite apart from the written description and the prosecution history, the claims
themselves provide substantial guidance as to the meaning of particular claims terms.”

Id. at 1314; see also Interactive Gift Express, Inc. v. Compuserve Inc., 256 F.3d 1323, 1331 (Fed.
Cir. 2001) (“In construing claims, the analytical focus must begin and remain centered on the
language of the claims themselves, for it is that language that the patentee chose to use to
‘particularly point [ ] out and distinctly claim [ ] the subject matter which the patentee regards as
his invention.”). The context in which a term is used in an asserted claim can be ““highly
instructive.” Phillips, 415 F.3d at 1314. Additionally, other claims in the same patent, asserted

or unasserted, may also provide guidance as to the meaning of a claim term. Id.

13
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The specification “is always highly relevant to the claim construction analysis. Usually it
is dispositive; it is the single best guide to the meaning of a disputed term.” Id. at 1315 (quoting
Vitronics Corp. v. Conceptronic, Inc., 90 F.3d 1576, 1582 (Fed. Cir. 1996)). “[T]he specification
may reveal a special definition given to a claim term by the patentee that differs from the
meaning it would otherwise possess. In such cases, the inventor’s iexicography governs.” Id, at
1316. “In other cases, the specification may reveal an intentional disclaimer, or disavowal, of
claim scope by the inventor.” Id. Asa genéral rule, however, the particular examples or
embodiments discussed in the specification are not to be read into the claims as limitations. Id.
at 1323. In the end, “[t]he constructioﬁ that stays true to the claim langnage and most naturally
aligns with the patent’s description of the invention will be ... the correct construction.” Id. at
1316 (quoting Renishaw PLC v. Marposs Societa’ per Azioni, 158 F.3d 1243, 1250 (Fed. Cir.
1998)).

In addition to the claims and the specification, the prosecution history should be
examined, if in evidence. Id. at 1317; see also Lz‘ebel—Flarsheiﬁt Co. v. Medrad, Inc., 358 F.3d
898, 913 (Fed. Cir, 2004). The prosecution history can “often inform the meaning of the claim
language by demonstrating how the inventor understood the invention and whether the inventor
limited the invention in the course of prosecution, making the claim scope narrower than it
would otherwise be.” Phillips, 415 F.3d at 1317; see also Chimie v. PPG Indus. Inc., 402 F.3d
1371, 1384 (Fed. Cir. 2005) (“The purpose of consulting the prosecution history in construing a
claim is to exclude any interpretation that was disclaimed during prosecution.”).

When the intrinsic evidence does not establish the meaning of a claim, then extrinsic
evidence (i.e., all evidence external to the patent and the prosecution history, including

dictionaries, inventor testimony, expert testimony, and learned treatises) may be considered.

14
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Phillips, 415 F.3d at 1317. Exirinsic evidence is generally viewed as less reliable than the patent
itself and its prosecution history in determining how to define claim terms. Id. at 1317. “The
court may receive extrinsic evidence to educate itself about the invention and the relevant
technology, but the court may not use extrinsic evidence to arrive at a claim construction that is
clearly at odds with the construction mandated by the intrinsic evidence.” Elkay Mfg. Co. v.
Ebco Mfg. Co., 192 F.3d 973, 977 (Fed. Cir. 1999).

If, after a review of the intrinsic and extrinsic eﬁdence, a claim term remains ambiguous,
the claim should be construed so as to maintain its validity. Phillips, 415 F.3d at 1327. Claims,
however, cannot be judicially rewritten in order to fulfill the axiom of preserving their validity.
See Rhine v. Casio, Inc., 183 F.3d 1342, 1345 (Fed. Cir. 1999). Thus, “if the only claim
oonsfruction that is consistent with the claim’s language and the written description renders the
claim invalid, then the axiom does not apply and the claim is simply invalid.” Jd.

B. Infringement

Infringement must be proven by a preponderance of the evidence. SmithKline
Diagnostics, Inc. v. Helena Labs. Corp., 859 F.2d 878, 889 (Fed. Cir. 1988). A preponderance
of the evidence standard “requires proving that infringement was more likely than not to have
occurred.” Warner-Lambert Co. v. Teva Pharm. USA, Inc., 418 F.3d 1326, 1341 n.15 (Fed. Cir.
2005). A complainant must prove either literal infringement or infringement under the doctrine
of equivalents to support a finding of direct infringement.

1. Literal Infringement

Literal infringement is a question of fact. Finisar Corp. v. DirecTV Group, Inc., 523 F.3d
1323, 1332 (Fed. Cir. 2008). Literal infringement requires the patentee to prove that the accused
. device contains each and every limitation of the asserted claim(s). Frank’s Casing Crew &

Rental Tools, Inc. v. Weatherford Int’l, Inc., 389 F.3d 1370, 1378 (Fed. Cir. 2004). If any claim

15
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limitation is absent, there is no literal infringement of that claim as a matter of law. Bayer AG v.
Elan Pharm. Research Corp., 212 F.3d 1241, 1247 (Fed. Cir. 2000.)

2, Doctrine of Equivalents

Where literal infringement is not found, infringement nevertheless can be found under the
doctrine of equivalents. Determining infringement under the doctrine of equivalents “requires an
intensely factual inquiry.” Vehicular Techs. Corp. v. Titan Wheel Int’l, Inc., 212 F.3d 1377,

1381 (Fed. Cir. 2000). According to the Federal Circuit:

Infringement under the doctrine of equivalents may be found when the accused

device contains an “insubstantial” change from the claimed invention. Whether

equivalency exists may be determined based on the “insubstantial differences”

test or based on the “triple identity” test, namely, whether the element of the

accused device “performs substantially the same function in substantially the

same way to obtain the same result.” The essential inquiry is whether “the

accused product or process contain elements identical or equivalent to each

claimed element of the patented invention[.]”
TIP Sys., LLC' v. Phillips & Brooks/Gladwin, Inc., 529 F.3d 1364, 1376-77 (Fed. Cir. 2008)
(citations omitted). Thus, if an element is missing or not satisfied, infringement cannot be found
under the doctrine of equivalents as a matter of law. London v. Carson Pirie Scott & Co., 946
F.2d 1534, 1538-39 (Fed. Cir. 1991).

C. Validity

It is Respondents’ burden to prove invalidity, and the burden of proof never shifis to the
patentee to prove validity. Scanner Techs. Corp. v. ICOS Vision Sys. Corp. N.V., 528 F.3d 1365,
1380 (Fed. Cir. 2008). “Under the patent statutes, a patent enjoys a presumption of validity, see
35 U.S.C. § 282, which can be overcome only through facts supported by clear and convincing
evidence[.]” SRAM Corp. v. AD-II Eng’g, Inc., 465 F.3d 1351, 1357 (Fed. Cir. 2006).

The clear and convincing evidence standard placed on the party asserting the invalidity

defense requires a level of proof beyond the preponderance of the evidence. Although not

16
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susceptible to precise definition, “clear and convincing” evidence has been described as evidence
which produces in the mind of the trier of fact “an abiding conviction that the truth of a factual
contention is ‘highly probable.”” Price v. Symsek, 988 F.2d 1187, 1191 (Fed. Cir. 1993) (citing
Buildex, Inc. v. Kason Indus., Inc., 849 F.2d 1461, 1463 (Fed. Cir. 1988).)

“When no prior art other than that which was considered by thé PTO examiner is relied
on by the attacker, he has the added burden of overcoming the deference that is due to a qualified
government agency presumed to have properly done its job[.]” Am. Hoist & Derrick Co. v. Sowa
& Sons, Inc., 725 F.2d 1350, 1359 (Fed. Cir. 1984). Therefore, the challenger’s “burden is
especially difficult when the prior art was before the PTO examiner during prosecution of the
application.” Hewlett-Packard Co. v. Bausch & Lomb Inc., 909 F.2d 1464, 1467 (Fed. Cir.
1990).

1. Anticipation

“A patent is invalid for anticipation if a single prior art reference discloses each and every
limitation of the claimed invention. Moreover, a prior art reference may anticipate without
disclosing a feature of the claimed invention if that missing characteristic is necessarily present,
or inherent, in the single anticipating reference.” Schering Corp. v. Geneva Pharm., Inc., 339
F.3d 1373, 1377 (Fed. Cir. 2003) (citatiéns omitted). “Inherency, however, may not be
established by probabilities or possibilities. The mere fact that a certain thing may résult from a
given set of circumstances is not sufficient.” Continental Can Company USA v. Monsanto
Company, 948 F.2d 1264, 1269 (Fed.Cir.1991). To be considered anticipatory, a prior art
reference must describe the applicant’s “claimed invention sufﬁciently to have placed it in
possession of a person of ordinary skill in the field of the invention.” Helifix Ltd. v. Blok-Lok,

Ltd., 208 F.3d 1339, 1346 (Fed. Cir. 2000) (quoting In re Paulsen, 30 F.3d 1475, 1479 (Fed. Cir.

17
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1994)). Anticipation is a question of fact. Texas Instruments, Inc. v. U.S. Int’l Trade Comm’n,
988 F.2d 1165, 1177 (Fed. Cir. 1993).

2. Obviousness
Under 35 U.S.C. § 103(a), a patent is valid unless “the differences between the subject
matter sought to be patented and the prior art are such that the subject matter as a whole would
have been obvious at the time the invention was made to a person having ordinary skill in the art
to which said subject matter pertains.” 35 U.S.C. § 103(a). The ultimate question of
obviousness is a question of law, but “it is well understood that there are factual issues
underlying the ultimate obviousness decision.” Richardson-Vicks Inc. v. Upjohn Co., 122 F.3d
1476, 1479 (Fed. Cir. 1997); Wang Lab., Inc. v. Toshiba Corp., 993 F.2d 858, 863 (Fed. Cir.
1993). The underlying factual determinations include: (1) the scope and content of the prior art,
(2) the level of ordinary skill in the art, (3) the differences between the claimed invention and the
prior art, and (4) objective indicia of non-obviousness. Graham v. John Deere Co., 383 U.S. 1,
17 (1966).
Although the Federal Circuit has historically required that, in order to prove obviousness,

the patent challenger must demonstrate, by clear and convincing evidence, that there is a
“teaching, suggestion, or motivation to combine,” the Supreme Court has rejected this “rigid
approach.” KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398, 417-418 (2007). In KSR, the Supreme
Court described a more flexible analysis:

Often, it will be necessary for a court to look to interrelated

teachings of multiple patents; the effects of demands known to the

design community or present in the marketplace; and the

background knowledge possessed by a person having ordinary skill

in the art, all in order to determine whether there was an apparent

reason to combine the known elements in the fashion claimed by

the patent at issue... As our precedents make clear, however, the
analysis need not seek out precise teachings directed to the specific
subject matter of the challenged claim, for a court can take account
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of the inferences and creative steps that a person of ordinary skill
in the art would employ.

Id. Since KSR was decided, the Federal Circuit has announced that, where a patent challenger
contends that a patent is invalid for obviousness based on a combination of prior art references,
“the burden falls on the patent challenger to show by clear and convincing evidence that a person
of ordinary skill in the art would have had reason to attempt to make the composition or device, .
. . and would have had a reasonable expectation of success in doing so.” PharmaStem
Therapeutics, Inc. v. Viacell, Inc., 491 F.3d 1342, 1360 (Fed. Cir. 2007).

3. Indefiniteness

The definiteness requirement of 35 U.S.C. § 112 ensures that the patent claims
particularly point out and distinctly claim the subject matter that the patentee regards to be the
invention, See 35 U.S.C. § 112, §2; Metabolite Labs., Inc. v. Lab. Corp. of Am. Holdings, 370
F.3d 1354, 1366 (Fed. Cir. 2004). If a claim’s legal scope is not clear enough so that a person of
ordinary skill in the art could determine whether or not a particular product infringes, the claim is
indefinite, and is, therefore, invalid. Geneva Pharm., Inc. v. GlaxoSmithKline PLC, 349 F.3d
1373, 1384 (Fed. Cir. 2003).?

Thus, it has been found that:

When a proposed construction requires that an artisan make a
separate infringement determination for every set of circumstances
in which the composition may be used, and when such
determinations are likely to result in differing outcomes

(sometimes infringing and sometimes not), that construction is
likely to be indefinite.

Halliburton Energy Servs. v. M-I LLC, 514 F.3d 1244, 1255 (Fed. Cir. 2008).

3 Indefiniteness is a question of law. IGT'v. Bally Gaming Int’l, Inc., 659 F.3d 1109 (Fed. Cir.
2011). .
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D. Domestic Industry
In a patent-based complaint, a violation of Section 337 can be found “only if an industry
in the United States, relating to the articles protected by the patent ... concerned, exists or is in
the process of being established.” 19 U.S.C. § 1337(a)(2). Under Commission precedent, this
“domestic industry requirement” of Section 337 consists of an economic prong and a technical
prong. Certain Stringed Musical Instruments and Components Thereof, Inv. No. 337-TA-586,
Comm’n Op. at 12-14, 2009 WL 5134139 (U.S.L.T.C. Dec. 2009). The complainant bears the
burden of establishing that the domestic industry requirement is satisfied. See Certain Set-Top
Boxes and Components Thereof, Inv. No. 337-TA-454, Final Initial Determination at 294, 2002
WL 31556392 (U.S.I.T.C. June 21, 2002) (unreviewed by Commission in relevant part).
1. Economic Prong
The economic prong of the domestic industry requirement is defined in Section 337(a)(3)
as follows:
(3) For purposes of paragraph (2), an industry in the United States
shall be considered to exist if there is in the United States, with

respect to the articles protected by the patent, copyright, trademark
or mask work concerned --

(A) Significant investment in plant and equipment;
(B) Significant employment of labor or capital; or

(C) Substantial investment in its exploitation, including
engineering, research and development, or licensing.

19 U.S.C. § 1337(a)(3). The economic prong of the domestic industry requirement is satisfied
by meeting the criteria of any one of the three factors listed above.

Section 337(a)(3)(C) provides for domestic industry based on “substantial investment” in
the enumerated activities, including licensing of a patent. See Certain Digital Processors and

Digital Processing Systems, Components Thereof, and Products Containing Same, Inv. No. 337-
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TA-559, Initial Determination at 88 (May 11, 2007) (“Certain Digital Processors”). Mere
ownership of the patent is insufficient to satisfy the domestic industry requirement. Certain
Digital Processors at 93 (citing the Senate and House Reports on the Omnibus Trade and
Competitiveness Act of 1988, S.Rep. No. 71). However, entities that are actively engaged in
licensing their patents in the United States can meet the domestic industry requirement. Certain
Digital Processors at 93. In establishing a domestic industry under Section 337(a)(3)(C), the
complainant does not need to show that it or one of its licensees is practicing a patent-in-suit.
See Certain Semiconductor Chips with Minimized Chip Package Size and Products Containing
Same, Inv. No. 337-TA-432, Order No. 13, at 11, (January 24, 2001) (“Certain Semiconductor
Chips”).

In Certain Multimedia Display & Navigation Devices & Systems, Components Thereof,
& Products Containing Same, Inv. No. 337-TA-694, Comm’n Op. (Aug. 8, 2011) (“Multimedia
Display”), the Commission stated that a complainant seeking to rely on licensing activities must
satisfy three requirements: (1) the investment must be “an investment in the exploitation of the
asserted patent;” (2) the investment must relate to licensing; and (3) the investment ;‘rnust be
domestic, i.e., it must occur in the United States.” Id. at 7-8. The Commission stated that
“[o]nly after determining the extent to which the complainant’s investments fall within these
statutory parameters can we evaluate whef'.her complainant’s qualifying investments are
‘substantial,’ as required by the statute.” Id. at 8.

Under the first of the three requirements, the complainant must show a nexus between the
licensing activity and the asserted patent. Id. at 9. When the asserted patent is part of a patent
portfolio, and the licensing activities relate to the portfolio as a whole, the Commission requires

that the facts be examined to determine the strength of the nexus between the asserted patent and
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the licensing activities. /d. The Commission I;rovided a non-exhaustive list of factors to
consider, such as (1) whether the licensee’s efforts relate to “an article protected by” the asserted
patent under Section 337 (2)(2)-(3); (2) the number of patents in the portfolio; (3) the relative
value contributed by the asserted patent to the portfolio; (4) the prominence of the asserted patent
in licensing discussions, negotiations, and any resulting licensing agreement; and (5) the scope of
technology covered by the portfolio compared to the scope of the asserted patent. Id. at 9-10.
The Commission explained that the asserted patent may be shown to be particularly important or
valuable within the portfolio where there is evidence that: (1) it was discussed during licensing
negotiations; (2) it has been successfully litigated before by the complainant; (3) it is related to a
technology industry standard; (4) it is a base patent or pioneeﬁng patent; (5) it is infringed or
practiced in the United States; or (6) the market recognizes the patent’s value in some other way.
Id. at 10-11.

Once a complainant’s investment in licensing the asserted patent in the United States has
been assessed in the manner described above, the next inquiry is whether the investment is
“substantial.” 19 US.C. § 1337(a)(3)(C). The Commission takes “a flexible abproach whereby
a comiplainant whose showing on one or more of the three Section 337(a)(3)(C) requirements is
relatively v;'eak may nevertheless establish that its investment is ‘substantial’ by demonstrating
that its activities and/or expenses are of a large magnitude.” Multimedia Display and Navigation
Deviées, Comm’n Op. at 15. The Commission has indicated that whether an investment is
“substantial” may depend on:

| (1) the nature of the industry and the resources of the complainant;
2 .the existence of other types of “exploitation” activities;
(3) the existence of license-related “ancillary” activities;

(4) whether complainant’s licensing activities are continuing; and

22



PUBLIC VERSION

(5) whether complainant’s licensing activities are the tyée of

activities that are referenced favorably in the legislative history of

Section 337(a)(3)(C). '
Id. at 15-16. The complainant’s return on its licensing investment (or lack thereof) may also be
circumstantial evidence of substantiality. Id. at 16. In addition, litigation expenses may be
evidence of the complainant’s investment, but “should not automatically be considered a
‘substantial investment in . . . licensing,’ even if the lawsuit happens to culminate in a license.”
See John Mezzalingua Associates, Inc. v. U.S. Int’l Trade Comm 'n, --- F.3d ---, 2011 U.S. App.
LEXIS 20128 at *13 (Fed. Cir. Oct. 4, 2011).

2. Technical Prong

The technical prong of the domestic industry requirement is satisfied when the
complainant in a patent-based Section 337 investigation establishes that it is practicing or
exploiting the patents at issue. See 19 U.S.C. §1337 (a)(2) and (3); Certain Microsphere
Adhesives, Process for Making Same and Prods. Containing Same, Including Self-Stick
Repositionable Notes, Inv. No. 337-TA-366, Comm’n Op. at 8, 1996 WL 1056095 (U.S.L.T.C.
Jan. 16, 1996). “In order to satisfy the technical prong of fhe domestic industry requirement, it is
sufficient to show that the domestic industry practices any claim of that patent, not necessarily an
asserted claim of that patent.” Certain Ammonium Octamolybdate Isomers, Inv. No. 337-TA-
477, Comm’n Op. at 55 (U.S.L.T.C., Jan. 2004).

The test for claim coverage for the purposes of the technical prong of the domestic
industry requirement is the same as that for infringement. Certain Doxorubicin and
Preparations Containing Same, Inv. No. 337-TA-300, Initial Determination at 109, 1990 WL
710463 (U.S.I.T.C., May 21, 1990), aff"d, Views of the Commission at 22 (October 31, 1990);
Alloc, Inc. v. Int'l Trade Comm'n, 342 F.3d 1361, 1375 (Fed. Cir. 2003). “First, the claims of

the patent are construed. Second, the complainant’s article or process is examined to determine
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whether it falls within the scope of the claims.” Certain Doxorubicin and Preparations
Containing Same, Initial Determination at 109. To prevail, the patentee must establish by a
preponderance of the evidence that the domestic product practices one or more claims of the
patent. The technical prong of the domestic industry can be satisfied either literally or under the
doctrine of equivalents. Certain Dynamic Sequential Gradient Devices and Component Parts
Thereof, Inv. No. 337-TA-335, Initial Determination at 44, Pub. No. 2575 (U.S.L.T.C.,
November 1992).

V. U.S. PATENT NO. 7,931,605
The 605 patent issued on April 26, 2011. (JX-0001 at [45].) Bruce Murison is the

named inventor. (/d. at [75].) Standard Innovation Corporation is the asignee. (/d. at [73].) The
’605 patent relates generally to a device for use by a female for sexual stimulation comprising an
inner arm dimensioned for insertion into a vagina, to contact fhe wall of the vagina at or near the
- G-spot, an outer arm dimensioned to contact the clitoﬁs, and a resilient U-shaped member
connecting the inner and outer arms. (/d.)
A.  Asserted Claims

The ’605 patent has 98 claims. Claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59,
66-73, 75-90, and 92 are asserted in this Investigation. Claims 1, 33, and 66 are independent
claims. The asserted claims read as follows:

1. A sexual stimulation device dimensioned to be worn by a female
during intercourse comprising;

a.) an elongate inner arm dimensioned for placement inside a
vagina;

b.) an elongate outer arm dimensioned for placement against a
clitoral area;

c.) a connecting portion connecting said inner and outer arms;
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wherein, the elongate inner arm and the elongate outer arm are
enlarged relative to the connecting portion and each of said
arms taper down toward said connecting portion; and

wherein, at least one of the inner and outer arms are generally
tear-drop shaped.

2. The device of claim 1, wherein said connecting portion
resiliently urges said inner and outer arms towards each other when
flexed apart.

3. The device of claim 1, wherein said elongate inner arm is
dimensionally shaped to permit contact substantially along its
length with the anterior wall of the vagina.

4. The device of claim 1, wherein said connecting portion
maintains the inner and outer arms resiliently spaced apart in a
relaxed position.

5. The device of claim 1, wherein the connecting portion permits
the arms to be moved to multiple angles.

6. The device of claim 1, further including an outer, substantially
continuous covering of an elastomeric material, covering at least a
portion of the device.

7. The device of claim 6, wherein the elastomer material comprises
a soft pliable layer selected from the group consisting of silicone,
rubber, vinyl and combinations thereof.

9. The device of claim 1, further including a skeleton.

10. The device of claim 9, wherein the skeleton is selected from
the group consisting of a shape memory material, a thermoplastic
polymer and combinations thereof.

11. The device of claim 9, wherein the skeleton is selected from
the group consisting of resilient materials, malleable materials and
combinations thereof.

12. The device of claim 1, further including at least one vibrating
mechanism.

13. The device of claim 12, wherein the vibrating mechanism is
positioned in at least one of the inner or outer arms.

14. The device of claim 12, further including a power source.
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15. The device of claim 14, wherein the power source includes at
least one battery.

16. The device of claim 15, wherein the at least one battery is a
rechargeable battery or a disposable battery.

17. The device of claim 14, further including a switch connecting
said power source to said at least one vibrating mechanism.

18. The device of claim 17, wherein said switch includes multiple
settings to include at least one of the following for said vibrator
mechanism: i) one or more levels of power; ii) one or more
directions of movement; iii) intermittent power.

19. The device of claim 18, wherein one or more of the settings are
adjustable.

20. The device of claim 12, further including a recharging outlet.

21. The device of claim 20, further including a re-sealable access
means for charging the power source.

23. The device of claim 1, wherein the inner arm is smaller than
the outer arm.

24. The device of claim 1, wherein the connecting portion is
generally C-shaped.

26. The device of claim 1, further including a texturing on a
surface for enhanced stimulation.

33. A sexual stimulation device dimensioned to be worn by a
female during intercourse comprising;

a.) an elongate inner arm dimensioned for placement inside a
vagina;

b.) an elongate outer arm dimensioned for placement against a
clitoral area;

¢.) a connecting portion connecting said inner and outer arms;

wherein, the elongate inner arm and the elongate outer arm are
enlarged relative to the connecting portion and each of said
arms taper down toward said connecting portion;
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wherein said connecting portion which has a width which is
equal to or greater than its thickness to minimize obstruction to
the vaginal opening; and

wherein, at least one of the inner and outer arms are generally
tear-drop shaped.

34. The device of claim 33, wherein the inner arm has a width
which is greater than its thickness.

35. The device of claim 33, wherein said connecting portion
resiliently urges said inner and outer arms towards each other when
flexed apart.

36. The device of claim 33, wherein said elongate inner arm is
dimensionally shaped to permit contact substantially along its
length with the anterior wall of the vagina.

-

37. The device of claim 33, wherein said connecting portion
maintains the inner and outer arms resiliently spaced apart in a
relaxed position. :

38. The device of claim 33, wherein the connecting portion permits
the arms to be moved to multiple angles.

39. The device of claim 33, further including an outer covering of
an elastomeric material, covering at least a portion of the device.

40. The device of claim 39, wherein the clastomer material
comprises a soft pliable layer selected from the group consisting of
silicone, rubber, vinyl and combinations thereof.

42. The device of claim 33, further including a skeleton.

43. The device of claim 42, wherein the skeleton is selected from
the group consisting of a shape memory material, a thermoplastic
polymer and combinations thereof.

44. The device of claim 42, wherein the skeleton is selected from
the group consisting of resilient materials, malleable materials and
combinations thereof.

45. The device of claim 33, further including at least one vibrating
mechanism.

46. The device of claim 45, wherein the vibrating mechanism is
positioned in at least one of the inner or outer arms.
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47. The device of claim 45, further including a power source.

48. The device of claim 47, wherein the power source includes at
least one battery. '

49. The device of claim 48, wherein the at least one battery is a
rechargeable battery or a disposable battery.

50. The device of claim 47, further including a recharging outlet.

51. The device of claim 50, further including a re-sealable access
means for recharging a battery.

52. The device of claim 47, further including a switch connecting
said power source to said at least one vibrating mechanism.

53, The device of claim 52, wherein said switch includes multiple
settings to include at least one of the following for said vibrator
mechanism: i) one or more levels of power; ii) one or more
directions of movement; iii) intermittent power.

54. The device of claim 53, wherein one or more of the settings are
adjustable.

56. The device of claim 33, wherein the inner arm is smaller than
the outer arm.

57. The device of claim 33, wherein the connecting portion is
generally C-shaped.

59. The device of claim 33, further including a texturing on a
surface for enhanced stimulation.

66. A sexual stimulation device dimensioned to be worn by a
female during intercourse comprising;

a.) an elongate inner arm dimensioned for placement inside a
vagina;

b.) an elongate outer arm dimensioned for placement against a
clitoral area;

¢.) a connecting portion connecting said inner and outer arms;

wherein, the clongate inner arm and the elongate outer arm are
enlarged relative to the connecting portion and at least one of
the arms tapers down toward said connecting portion; and
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wherein, at least one of the inner and outer arms are generally
tear-drop shaped.

67. The device of claim 66, wherein the inner arm tapers down -
toward the connecting portion.

68. The device of claim 66, wherein said connecting portion
resiliently urges said inner and outer arms towards each other when
flexed apart.

69. The device of claim 66, wherein said elongate inner arm is
dimensionally shaped to permit contact substantially along its
length with the anterior wall of the vagina.

70. The device of claim 66, wherein said connecting portion .
maintains the inner and outer arms resiliently spaced apart in a
relaxed position. :

71. The device of claim 66, wherein the connecting portion permits
the arms to be moved to multiple angles.

72. The device of claim 66, further including an outer covering of
an elastomeric material covering at least a portion of the device.

73. The device of claim 72, wherein the elastomer material
comprises a soft pliable layer selected from the group consisting of
silicone, rubber, vinyl and combinations thereof.

75. The device of claim 66, further including a skeleton.

76. The device of claim 75, wherein the skeleton is selected from
the group consisting of a shape memory material, a thermoplastic
polymer and combinations thereof.

77. The device of claim 75, wherein the skeleton is selected from
the group consisting of resilient materials, malleable materials and
combinations thereof.

78. The device of claim 66, further including at least one vibrating
mechanism.

79. The device of claim 67, wherein the vibrating mechanism is
positioned in at least one of the inner or outer arms.

80. The device of claim 78, further including a power source.

81. The device of claim 80, wherein the power source includes at
least one battery.
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82. The device of claim 81, wherein the at least one battery is a
rechargeable battery or a disposable battery.
- 83. The device of claim 80, further including a recharging outlet.

84. The device of claim 83, further including a re-sealable access
means for recharging,

85. The device of claim 80, further including a switch connecting
said power source to said at least one vibrating mechanism.

86. The device of claim 85, wherein said switch includes multiple
settings to include at least one of the following for said vibrator
mechanism: i) one or more levels of power; ii) one or more
directions of movement; iii) intermittent power.

87. The device of claim 86, wherein one or more of the settings are
adjustable.

88. The device of claim 78, including at least two vibrator
mechanisms which vibrate in harmonic wave patterns.

89. The device of claim 66, wherein the inner arm is smaller than
the outer arm.,

90. The device of claim 66, wherein the connecting portion is
generally C-shaped.

92. The device of claim 66, further including a texturing on a
surface for enhanced stimulation.

B. Level of Ordinary SKkill in the Art

Complainants and the Staff assert that a person of ordinary skill in the art of the *605
patent is a sexual device designer who has a working knowledge of basic engineering principles
and a working knowledge of female genital anatomy, intercourse, and human sexual behavior as
proposed by Standard Innovation and the Staff. (CX-0275C (Herbenick DWS) at Q/A 54; CX-
0277C (Villarraga DWS) at Q/A 43; CIB at 5-6; CRB at 4; SIB 51-53; SRB 1-2.) The
Respondents contend that one of ordinary skill in the art is “a woman who uses vibrators.” (RIB

at 2-3; RRB at 4-6.)
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The Federal Circuit looks to a number of factors to determine skill level, for example, the
type of problems encountered in the art; prior art solutions to those problems; rapidity with
which innovations are made; sophistication of the technology; and educational level of active
workers in the field. Ruiz v. 4.B. Chance Co., 234 F.3d 654, 666—67 (Fed. Cir. 2000).
Depending on the facts of the case, every factor may not be present, or one or more factors may
predominate. In re GPAC Inc., 57 F.3d 1573, 1579 (Fed. Cir. 1995).

Here, at least two factors are relevant. In particular, the evidence shows that the products
at issue in this Investigation involve relatively sophisticated technology as the development of
these products required extensive engineering work to find the appropriate materials. For
example, the evidence shows that Bruce Murison, the inventor of the *605 patent, had to
experiment with “many, many different plastics, [and] resins” to find the appropriate polymer for
the skeleton of the We Vibe device. (Tr. 178:12-21.) Similarly, Mr. Murison also conducted
significant research when trying to find a silicone that would be compatible with the electronic
devices contained in the We-Vibe. (Tr.237:15-25.) In addition, the record shows that Standard
Innovation worked with numerous engineers to develop different components for the We-Vibe.
(Tr. 183:18-24; 184:11-20; 227:21-228:6; 231:7-11.)

Notably, Pavle Sedic, the president of Lelo Inc., testified that he designed the electrical
components for the first products Lelo produced. (Tr. 686:15-25.) Mr. Sedic holds a degree in
electrical engineering. (Id.) Thus, the evidence shows that at least some level of technical
expertise, gained either through education or work experience, would be necessary to design a
sexual stimulation device, such as those involved in the instant Investigation. However, I find
Complainant and the Staff’s definition too narrow because it is limited to people who have

previously designed a sexual device. I find that a person who has a working knowledge of basic
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engineering principles and a working knowledge of female genital anatomy, intercourse, and
human sexual behavior would be a person of ordinary skill in the art.

Respondents argue that their definition is appropriate because a woman who uses
vibrators would know the different definitions of intercourse and prior art in the vibrator field.
(RIB at 3.) Respondents further argue that a woman who uses vibrators “would have the
knowledge to compare the We-Vibe and the prior art to determine whether the We-Vibe is
anticipated or made obvious by the prior art.” (Id.; see also RRB at 5-6.) However,
Respondents simply present no evidence that a woman who uses vibrators would i)ave such
knowledge and I do not find Respondents’ unsupported attorney argument persuasive.

C. Claim Construction
1. Preamble

The claim term “dimensioned to be worn by a female during intercourse” appears in the
preamble of asserted independent claims 1, 33, and 66. (JX-0001 at claims 1, 33, 66.) Standard
Innovation and the Staff argue that the preamble limits the scope of the claimed invention and
that it should be construed to mean “sized to be carried on the body of a female during coitus.”
(CIB at 10-15; SIB at 19-31.) Respondents argue that the preamble does not limit the scope of
the claims, but if it does, Respondents argue intercourse should not be limited to coitus. (RIB at
4-11.)

Based on the intrinsic evidence, “dimensioned to be worn by a female during intercourse”
is a limitation which is construed to mean “dimensioned to be worn by a female during coitus.”
Although a claim preamble is not usually construed as a claim limitation, a preamble is regarded

as limiting if it recites essential structure that is important to the invention or necessary to give

meaning to the claim. Here, the evidence shows that the preamble limits the claimed invention
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because it recites essential structure and is “necessary to give meaning to the claim.”
Respondents’ arguments to the contrary are not persuasive.

A preamble is limiting if any of the following circumstances exist: (1) the specification
makes clear that the inventors were working on the specific problem described by the preamble;
(2) the preamble provides necessary context for the claimed invention that is necessary to
describe the invention; (3) the preamble adds a structural limitation to the body of the claim; or
(4) the patentee uses the limitations in the preamble to distinguish the prior art during
prosecution. Catalina Marketing International, Inc. v. Coolsavings.com, Inc., 289 F.3d 801,
807-11 (Fed. Cir. 2002) (summarizing factors tending to show that the preamble qualifies as a
claim limitation). Here, the evidence shows all four of these conditions are present.

With respect to the first factor, the specification of the *605 patent discloses that the
inventor was working on the specific problem described in the preamble. The specification
distinguishes the prior art by noting that, “[nJo direct vibration means effective to stimulate the
vagina or G-spot during intercourse were provided.” (JX-0001 at 1:59-60.) The summary of the
invention states the inventor wanted to overcome this shortcoming by providing a vibrator that
was a “significant advancement over known vibrators.” (/d. at 1:64-67.) One feature that the
specification credits for this advancement is the use of the claimed vibrator for use during
intercourse. (/d. at 2:2-4.)

Turning to the second factor, the specification makes clear that “dimensioned to be worn
by a female” provides a framework for the other limitations recited in the body of the claim.
Indeed, the very first words of the patent illustrate the importance of the preamble to the claims
as the “Title of thle Invention” describes the invention as an “Electro-Mechanical Sexual

Stimulation Device to be Worn During Intercourse.” Thus, at the very outset, the inventor has
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defined his invention as relating to devices wom during intercourse. Poly-America, L.P. v. GSE
Lining Technology, Inc., 383 F.3d 1303, 1310 (Fed. Cir. 2004) (term “blown-film” in preamble
in referring to a type of liner covered by the patent was properly treated as a claim limitation
where the intrinsic evidence, including the title, showed that the patentee relied on the term to
describe a “fundamental characteristic” of the claimed invention).
The “Field of Invention” continues this theme by defining the relevant field as follows:
The present invention relates to the field of sexual paraphernalia.
In particular, the present invention provides an electro-mechanical

device for sexual stimulation intended for use by women elther as
an auto-erotic aid or during intercourse.

(JX-0001 at 1:19-24.) Thus, the specification explicitly teaches that its devices can be used
-during intercourse.

This focus is carried out throughout the specification. In the “Summary of the
Invention,” the patentee distinguishes his claimed device from the prior art by relying on this
claimed feature—“the vibrator of the present invention can be comfortably worn during
intercourse unlike the devices of the prior art.” (/d. at 2:1-4 (emphasis added).) The patentee
goes on to further describe his entire invention as follows:

In a broad aspect, then, the present invention relates to a device for
use during intercourse by a female for sexual stimulation
comprising an inner arm dimensioned for insertion into the vagina,
to contact the wall of the vagina at or near the G-spot, an outer arm

dimensioned to contact the clitoris, and a resilient U-shaped
member connecting the inner and outer arms.

(Id. at 2:13-19 (emphasis added).) In both excerpts, the patentee characterized his overall
“inventipn” as being used during intercourse, rather than describing this feature as an
embodiment or an example of how his invention could be used. Such characterizations in the
summary of the invention have been used to support limiting the claims. Certain Inkjet

Cartridges with Printheads and Compoents Thereof, Inv. No. 337-TA-723, Initial Determination
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at pp. 43-44 (June 10, 2011); C.R. Bard, Inc. v. U.S. Surgical Corp., 388 F.3d 858, 864 (Fed. Cir.
2004) (“Statements that describe the invention as a whole, rather than statements that describe
only preferred embodiments, are more likely to support a limiting definition of a claim term.
Statements that describe the invention as a whole are more likely to be found in certain sections
of the specification, such as.the Summary of the Invention.”). Thus, the patentee broadly
described his invention by emphasizing its use during intercourse. (See also JX-0001 at 1:27-31,
5;11-20.) Thus, the *605 patent clearly and repeatedly describes the claimed sexual stimulation
device as worn by a woman in her vagina during intercourse in a way that it is well-understood
that “intercourse” is synonymous with “coitus.” (See e.g., JX-1, 1:20-23, 2:2-4, 3:27-31, 5:11-20,
9:65-10:6, 10:17-21.) Indeed, the preamble, read in light of the specification, sets the focus for
the limitations recited in the body of the claim by providing the framework for which the claimed
device is used. Without the preamble, the claim limitations have no context.

With regard to the third factor, the evidence shows that the preamble is limiting because
it discloses structural elements that are necessary in the claims. In particular, the specification
shows that the preamble is not merely setting the stage for the limitations recited in the body of
the claim, as argued by the Respondents, but mandating that the device must be dimensioned to
be worn by a female during intercourse.

The structural aspects of the preamble are detailed throughout the specification. For
example, when discussing the arms of the claimed device, the specification emphasizes that the
shape of these arms cannot interfere with intercourse. (/d. at 7:21-29, 7:58-60, 8:4-8, 10:4-6.)
Thus, how the claimed device is used is a key feature that necessarily limits the structure of the

invention described in the body of the claims.
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Finally, the evidence has shown that the inventors relied on the preamble to distinguish
the prior art during the prosecution of the application leading to the *605 patent. Such reliance
shows that the preamble is a positive limitation in the asserted claims. Certain Digital
Televisions and Components Thereof, Inv. No. 337-TA-789, Order No. 32 at 44-45 (Aug. 31,
2011).

As an initial matter, the July 11, 2007 Preliminary Amendment submitted by the
applicant included the following limitation in the body of the independent claims: “wherein said
U-shaped member is slender enough to permit sexual intercourse when said inner arm is inserted
in a vagina.” (JX-0002 at 58-60.) The fact that the body of the claims required the U-shaped
member to be slender enough to permit sexual intercourse when the inner arm is inserted in a
vagina clearly shows, from the beginning, the applicant considered this a defining feature of his
invention.

Further the March 18, 2009 Preliminary Amendment submitted by the applicant included
the following limitation in the body of independent claim 19: “a middle portion connecting the
inner arm to the outer arm, and being sized and shaped to permit sexual intercourse when said
sexual stimulation device is emplaced on said woman.” (Zd. at 127.) Likewise, then pending

. independent claim 63 recited “said device being sized and shaped to be worn during sexual
intercourse;” independent claim 64 recited “said admittance arm is thin enough to permit said
device to be worn by a woman during sexual intercourse;” and independent claim 65 recited
“said admittance arm is narrow enough to permit said device to be wom by a woman during
sexual intercourse.” (Id. at 132.) Again, the fact that the body of the claims required the device
to be sized for use during sexual intercourse clearly shows, from the beginning, that the applicant

considered this a defining feature of his invention.
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Other statements made to the Examiner by the applicant to gain allowance of the claims
confirm this understanding. In particular, in responding to the Examiner’s first Office Action,
the applicant made several important statements regarding the structure of his invention.
Specifically, he stated that “[t]he sexual stimulation device of the instant application is primarily
intended to be worn by a woman while engaging in sexual intercourse with a man.” (Id. at 16
(Amendment dated January 7, 2009).) Moreover, in distinguishing the invention from the prior
art Marshall reference, the applicant stated that Marshall failed to anticipate the then-pending
claims because it did not teach or suggest the use of its device during intercourse:

[1]t is respectfully submitted that Marshall fails to teach or even
suggest the possibility of a device . . . ‘to permit sexual intercourse
when said sexual stimulation device is emplaced on said woman’,
since the shaft portion in Marshall is clearly intended as a single

person masturbation device which provides penetrative stimulation
of the vagina. ...

(Id. at 23.) Thus, it is clear that the applicant believed that the fact that his device could be used
during intercourse was one of the critical distinguishing features of his- invention.

The applicant continued to characterize its invention in this way throughout the course of
the prosecution of the application leading to the *605 patent. For example, in another
Amendment filed with the USPTO, the applicant stated that “the Applicant’s invention is
intended to be worn by a woman during intercourse which differentiates Applicant’s invention
from any other cited prior art device.” (/d. at 14 (Amendment filed April 29, 2010) (emphasis in
original). The applicant then distinguished the claims from the prior art reference Sekulich by
arguing that this reference was not intended for use during sexual intercourse. (/d. at 15.) In
particular, the applicant argued the following:

Turning now to the specific teachings of Sekulich, the first point to
note is that the inner arm is essentially phallus shaped. As such,

rather than complementing a man, this device is clearly intended to
replace a man and thus it is quite clear that this reference teaches,
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as a matter of first impression, directly away from the Applicant’s
invention, which is to be used during normal intercourse as
claimed. That Sekulich teaches the stimulator is for pre-
intercourse stimulation, not during intercourse stimulation, is
clearly articulated in the plain language of the Sekulich
specification.

(/d. at 16.) Thus, the applicant repeatedly emphasized that the important aspect of its
invention is the fact that it can be worn while having sexual intercourse.

Contrary to the Respondents’ arguments, this emphasis did not change even after
the applicant amended the claims to read as they appear in the issued patent. As
discussed above, éﬁer the Examiner rejected the claims over the Sekulich referepce, the
applicant amended the claims to require the enlarged arms to “taper down towards the
connecting portion.” (/d. at 14 (Amendment dated October 12, 2012).) Along with this
amendment, the Applicant also amended the preamble to read “a sexual stimulation
device dimensioned to be worn by a female during intercourse.” (Id.) In making these
amendments, the Applicant stated the following:

As discussed during the telephonic interview, each of the arms of
the device are enlarged, i.c. larger, relative to the connection
portion. Moreover, the enlarged arm(s) taper down towards the
middle portion to provide a configuration which is dimensioned to
be worn by a female during intercourse. The tapering of the
enlarger arms down toward the middle connecting portion is in fact
not shown by the Sekulich reference or other references in the
prior art . . . . The combination of the enlarged arms relative to the
connecting portion and the tapering down of at least one arm, and
desirably both arms toward the connecting portion, clearly
distinguishes the invention from the prior art and in fact permits
the configuration to be dimensioned such that the female can wear
it during intercourse. These claimed features are neither taught or
suggested by the prior art.

(/d. at 15-16 (emphases in original).) Thus, it is clear, that the Applicant not only
continued to believe that the preamble was a distinguishing and limiting feature, he also

relied on the preamble to argue for patentablity over the Sekulich reference.
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2. “dimensioned to be worn by a female during intercourse” (claims 1,
33, 66)
Standard Innovations’ Respondents’ Proposed Staff’s Proposed
Proposed Construction Construction Construction
“sized to be carried on the “of a size to be engaged with | “sized to be carried on the
body of a female during any part of the female’s body | body of a female during
coitus” during intercourse” coitus”

As to the proper construction of the preamble, the evidence has shown that it should be
construed to mean “sized to be worn on the body of a female during coitus.” While Standard
Innovation and the Staff agree as to the preamble’s construction, the Respondents offer a much
broader construction for this limitation. Specifically, the Respondents contend that the term
“intercourse” in the preamble refers to “penile-vaginal intercourse, or penile-anal, or penile-oral,
or digital-vaginal, or digital-anal, or device-vaginal, or device-anal.” Respondents Pre-Hearing
Brief, p. 14. Consistent with their broad interpretation of “intercburse,” the Respondents also
contend that “dimensioned’”” means “of a size to be engaged with any part of the female’s body.”
The evidence has shown that the ordinary meaning of “intercourse” is “coitus,” which is penile-
vaginal intercourse occurring between one woman and one man. (CX-0275C at Q/A 151, 158;
CX-0277C at Q/A 130, 138; Tr., 306:1- 307:17, 308:9-309:4, 309:15-310:14, 311:3-314:17.)
The evidence does not support the Respbndents overly broad construction.

Respondents offer no support for their proposed construction of “dimensioned to be womn
by a female during intercourse. (RIB at 8-11.) Rather, Respondents first argue that this term
should not be construed as “dimensioned to be inserted in a vagina during sexual intercourse.”
(Id. at 8-9.) However, as no party has proposed such a construction, I find Respondents

argument without merit. Next, Respondents argue that “intercourse,” as used in the preamble,

should not be construed to mean “sexual intercourse” or “coitus.”
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The term “intercourse” refers to intercourse between a man and a woman, i.e. coitus. The
specification confirms this understanding. | Specifically, the specification states that “the device
is sized and shaped so that emplacement of the device will not interfere with ordinary sexual
intercourse.” (JX-0001 at 3:29-31 (emphasis added).) The evidence has shown that one of
skilled in the art would consider ordinary sexual intercourse to refer to intercourse between a
man and a woman. (Tr. 306:12-16; 310:6-14.)

In this respect, the speciﬁcati;)n refers to men and women when discussing how to wear
the claimed device: “[w]hen worn, the inner surface is against the woman and the outer surface is
against the man” (JX-0001 at 8:50-53); “{i]t should be noted also that the device conforms to the
shape of the vagina even when this shape changes when a penis is inserted and also changes
when the penis is at different angles relative to the woman” (id. at 10:3-6); and “[t]he ‘outer’
surface of the clitoral pad, internal arm and internal vibrating module that is against the man’s
skin is glass smooth to minimize friction to reduce tendency of the device to move with the man
as the penis moves in and out of the vagina” (id. at 10:17-21). Thus, the specification clearly
contemplates the use of the device during coitus. (See e.g., JX-1, 1:20-23, 2:24, 3:27-31, 5:11-20,
9:65-10:6, 10:17-21.)

The prosecution history is consistent with this understanding. When describing the
invention to the Examiner, the Applicant characterized his invention as a “sexual stimulatioﬁ
device. . . intended to be worn by a woman while engaging in intercourse with aman . ...” (JX-
0002 (Amendment dated January 7, 2012 at 16-17).) Further, in distinguishing the invention
from the Marshall reference, the Applicant stated that “[t]here is no suggestion that Marshall
may be used between a man and a woman as is Applicant’s invention.” (/d. at 20.) Additionally,

in distinguishing the invention from the Sekulick reference, the Applicant states that “the
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[Sekulick] device is clearly intended to replace a man and thus it is quite clear that this reference
teaches, as a matter of first impression, directly away from the Applicant’s invention, which is to
be used during normal intercourse as claimed.” (JX-0002 (Amendment dated April 29, 2010
at 16).) Thus, the prosecution history shows that the Applicant contemplated using his claimed
device during coitus and not with the many other types of intercourse contemplated by the
Respondents.

| Standard Innovation’s expert agreed. Her testimony from the hearing is particularly
illustrative and convincing of the meaning and scope of the term “intercounrse”: ‘

Q. ®kexx G you would agree that intercourse is a broader term
than coitus?

A. Yes it is. So as we've talked about it is as Dr. Kinsey and his
colleagues wrote, possible for two individuals of the same sex as
well as two of the opposite sex to have intercourse, but that as he
said as we've already noted, the term coitus as used in the present
volume refers to a union of female and male genitals. And the term
intercourse when used without a modifier is often intended as an
exact synonym of coitus. What we see and certainly when I first
looked at the way in a, you know, the Complainants and certainly
the ITC Staff and the Respondents were proposing meanings for
these terms, as one of ordinary skill in the art and certainly having
read the claims in the '605 patent, the specification, it was very
clear to me what intercourse in this investigation means. It has the
ordinary meaning of penile/vaginal intercourse. When I saw the far
broader definition that I was being presented with in the list from
the Respondents, I you know, I did what I do as a scientist right.
Which is say, well, let me go back.

I'm going to go back to the person who started it all in the United
States, systematic scientific research, which was Dr. Elder Kinsey.
I reviewed his books from the '40s and '50s. I reviewed the books
of other Kinsey Institute directors, including Becoming Orgasmic
by Julia Heiman, yes, that is her real name, spelled differently. Dr.
June Reinisch's book about the new -- from the 1990s. I also
reviewed books of popular figures such as Dr. Ruth, including my
own books as well and other books in the field. What I kept finding
is that the term intercourse when used alone without a modifier and
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spanning, you know, seven or eight decades has an ordinary
meaning throughout time of penile/vaginal intercourse. It is not
that there are never any other types of intercourse. Of course there
are. What we see in nearly all cases is the ordinary sense of
penile/vaginal intercourse and we certainly see it in the context of
the '605 patent.

(Tr. 315:10:317:5.) Thus, the record aptly establishes that the meaning of the term
“intercourse” in the context of the ‘605 patent is coitus.

As mentioned above, the Respondents also claim that, under their construction, the term
“intercourse” involves “multiple locations of insertion, such as if the intercourse is female-
female or female-male intercourse with the female inserting a vibrator into the anus, while one or
more objects are inserted into the vagina.” (RX-0196C at Q/A 121.) Such an interpretation,
however, would mean that the claimed device could be inserted in something other than the
vaginal cavity or contacting something other than the clitoris. This reading is completely
inconsistent with the limitations in the body of the claims which require the device to be in only
two places — in the vagina and against the clitoral area. Thus, the claims themselves contradict
Respondents’ broad reading. (JX-0001 at Claim 1.)

In addition, the specification describes the device as worn and further describes where
and how the device is worn on the body:

In a broad aspect, then, the present invention relates to a device for
use during intercourse by a female for sexual stimulation
comprising an inner arm dimensioned for insertion into a vagina,
to contact the wall of the vagina at or near the G-spot, an outer arm

dimensioned to contact the clitoris, and a resilient U-shaped
member connecting the inner and outer arms.

(JX-1 at 2:13-19.) The specification later explains that “because of this unique “U” feature, the
device does not require any straps or attachments to hold it in placed. The clitoral pad will stay

in place under all reasonable circumstances before, during and after intercourse.” (Id. at 5:11-
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14.) Thus, the specification, as well as the claims, has limit where on the body and how the

device is to be worn during intercourse. There is nothing to suggest that the claimed device

should be inserted in a different manner, as the Respondents suggest.

I generally agree with the claim construction proposed by Standard Innovation and the

Staff as “sized to be worn by a female on the body during coitus.” However, as there is no

debate over “sized,” I find this portion of the claim term need not be construed. Accordingly, the

evidence has shown that the preamble should be construed to mean “dimensioned to be wom by

a female on the body during coitus.”

3. “generally tear drop shaped” (claims 1, 33, 66)

Standard Innovations’ Respondents’ Proposed Staff’s Proposed
Proposed Construction Construction Construction
“for the most part shaped like | “looking like a tear drop, “for the most part shaped like
a tear-drop” which is a three dimensional | a tear-drop”

ﬁgllre”

Claims 1, 33, and 66 recite “at least one of the inner and outer arms are generally tear

drop shaped.” Standard Innovation and Staff argue this term should be construed to mean “for

the most part shaped like a tear-drop.” Respondents, contend, however, that Standard Innovation

disclaimed “bulbous” and “hook” shapes from this limitation. Thus, the central dispute with

respect to this limitation is whether the construction of “generally tear-drop shaped” should

include these configurations.

The evidence shows that “generally tear-drop shaped” should be given its plain and

ordinary meaning. (Tr. at 332:7-14.) The specification comports with this understanding as it

refers to the shape of the end of the arm, as “generally teardrop-shaped: “a generally teardrop-

shaped pad” (JX-0001 at 2:24-25) or an “inner-arm 1 that terminates in a bulbous teardrop-

shaped pad 2” (id. at 3:11-13). Further, I find Respondents’ proposed construction is not
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inconsistent with the plain and ordinary meaning. Respondents criticize Standard Innovation and
Staff’s definition as being circular, but notably Respondents definition suffers the same flaw.
While Respondents are correct that a circular definition is not useful in construing the term, here,
a circular definition results because the claim term has a plain and ordinary meaning and requires
no construction.

Respondents have not shown that bulbous or round shapes were disclaimed. The
Examiner rejected claims 19, 20, 21, and 22 under 35 U.S.C. § 102 over the Sekulick reference,
stating the following:

Sekulick teaches an inner arm 13 dimensioned to contact a wall of
a vagina when inserted into said vagina of said woman, an outer
arm 11 dimensioned to contact a clitoral area of said woman and a
middle portion connecting the inner arm to the outer arm. The
diameter of the device is approximately 5/16 inch . . . . This would

appear to be a low profile that would permit sexual intercourse
when the device is emplaced on the woman.. . . .

(JX-0002 at 2 (Office Action dated February 5, 2012).) Respondents’ prosecution history
disclaimer argument rests upon the statements made by the Applicant to support patentability of
the pending claims over the Sekulich reference.

In response to the rejection, the Applicant argued that Sekilick’s device did not anticipate
the claims because it was “clearly the wrong shape, located in the wrong position and used in the
wrong way to be worn during intercourse.” (JX-0002 at 18 (Amendment dated April 29, 2012).)

A depiction of the Sekulick device is shown below:
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With respect to the shape of the device, the Applicant argued that:

[The anterior shaft of Sekulich] is phallus shaped. This means that
the shaft is generally round until almost the very end which is
provided with a bulbous head. A lip projects between the bulbous
head and the round shaft. This phallus shape is completely
unsuitable for accommodating a man’s member and is opposite of
the Applicant’s claimed shape.

(JX-0002 at 18-19.) The applicant further distinguished the phallic shape by contending that:

[Tlhe rounded shaft provides no surface against which the male
member can slide, because it is the wrong shape. The rounded
shaft of Sekulich would tend to be displaced to one side or the
other, displacing the man’s member to one side or the other,
making the act uncomfortable for both man and woman.
Furthermore, the projecting lip would act as an irritant on the
sensitive male member. Lastly, the in and out motion of the man
during intercourse would cause the Sekulich device to also move in
and out as the Sekulich device is not shaped to be retained out of
the way during intercourse . . . .

45



PUBLIC VERSION

(Id.) I find this language falls far short of disclaiming bulbous or round shapes. The
Respondents also contend that hooked shaped arms were disclaimed based on arguments made
with respect to two othe;' prior art references—Marshall and Jacobs. Specifically, the
Respondents ground their disclaimer argument on the following excerpt from the Marshall
reference:

As recited in Applicant’s claims, and fully supported by the
Specification and the drawings of the Applicant’s invention, in
direct contrast and opposite fashion, the present invention has a
middle portion that has "a smaller cross-sectional area than either
one or both of the inner arm and the outer arm". This low profile
middle portion or admittance arm permits sexual intercourse when
the device is emplaced on a woman. Not only does Marshall not
anticipate Applicant’s invention as claimed, but it is respectfully
submitted that it is so different as to not render Applicant’s
invention obvious. Marshall’s teaching is exactly opposite to
Applicant’s invention as claimed, by teaching that the comparable
middle portion of the Marshall device is thicker and provides
penetrative stimulation by reason of its thicker distal end,

As shown, Marshall teaches a ‘re-entrant hook shape 5 . . . ‘for
contacting the G-spot of the woman using the device. However, as
can be understood, the hook shape, to apply pressure to the G-Spot,
spaces the penetrative shaft portion outwardly away from the
anterior surface of the vagina. Thus, by definition, the shaft
portion will be blocking more of the vaginal passage, directly
opposite to the applicant’s claimed invention. Furthermore, in use,
the Marshall device positions a middle portion of the device
against a far side of the vaginal opening, blocking the vaginal
opening.

(JX-0002 at 20 (Response to Office Action dated January 7, 2009) (emphasis added).)

These passages reveal that the hook-shape arms in conjunction with the thicker middl_e
portion that connects them of the Marshall device teaches away from the present invention as it
would cause blockage of the vaginal passage thus preventing its use during intercourse. Indeed,

when asked if a hook-shaped device such as the Rock Chick, i.e. the commercial embodiment as

described in the Marshall patent, could be used during intercourse, Dr. Herbenick authoritatively

46



PUBLIC VERSION

testified that “[i]t is not the hook that’s the problem. It’s the hook in the context of this device as
a whole with a large connecting portion that obstructs the vaginal opening with a rigidity that
would function to push away....” (Tr. 412:20-413:6.) Accordingly, Respondénts simply have
not shown disclaimer of hook shapes.

Accordingly, “generally tear-drop shaped” shall be given its plain and ordinary meaning.

D. Infringement
1. Literal Infringement

Standard Innovation alleges the Tiani infringes claims 1-7, 9-21, 23, 24, 33-40, 42-54, 56,
57, 66-73, 75-87, 89, and 90 of the *605 patent; the Tiani 2 infringes claims 1-7, 9-21, 23, 24, 33-
40, 42-54, 56, 57, 66-73, 75-87, 89, and 90 of the *605 patent; and the Mahana product infringes
claims 1-7, 12-19, 24, 33, 35-40, 45-49, 52-54, 57, 66-73, 78-82, 85-87, and 90 of the *605
patent.

Despite alleging infringement of three independent claims and dozens of dependent
claims, Standard Innovation devotes no more than one page of its post hearing brief in support
of its allegations, to wit:

At the hearing, Standard Innovation presented overwhelming
evidence that each of the accused products—Lelo’s Tiani, Tiani
2,[] and Mahana products—literally infringes the asserted claims
of the *605 patent as follows:

e Lelo’s Tiani product infringes claims 1-7, 9-21, 23, 24, 33-
40, 42-54, 56, 57, 66-73, 75-87, 89, and 90 of the ’605
patent (JX-1; JPX4; CX-275C Q. 398421, 456-554; CDX-
46C; CX-277C Q. 687-718, 733-1000; CDX49C; CDX-56;
CX-10C; CX-12C; CX46; CX-220; CX-237; CX-269C; CX-
272, CX-273; CDX-65);

e Lelo’s Tiani 2 product infringes claims 1-7, 9-21, 23, 24,
33-40, 42-54, 56, 57, 66-73, 75-87, 89, and 90 of the 605

patent (JX-1; JPX-5; CPX-1; CX-275C Q. 555-647; CDX-
46C; CX-277C, Q. 687-694, 719-1000; CDX-49C; CDX-57;
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CX-11C-13C; CX-30C; CX-235; CX-269C; CX-270, CX-272,
CX-273; CX-274); and,

e Lelo’s Mahana product infringes claims 1-7, 12-19, 24, 33,
35-40, 45-49, 52-54, 57, 66-73, 78-82, 85-87, and 90 of the
*605 patent (JX-1; JPX-6; CX-275C Q. 648-736; CDX-47C;
CDX-58; CDX-29C; CX-277C Q. 1001-1223; CDX-50C; CX-~
11C; CX-13C; CX-28C; CX-30C; CX~45; CX-235).

The only non-infringement position asserted by Respondents in
their pre-hearing brief and at the hearing is with respect to the
claim limitation ‘“wherein, at least one of the inner and outer arms
are generally tear-drop shaped.” Respondents argue that the inner
and outer arms of the accused products have shapes (e.g.,
“bulbous”, “hook™, or “round shaft shaped”) that were disclaimed
during the prosecution history of the 605 patent. For the reasons
discussed above, none of these shapes were disclaimed because
there was no “unequivocal disavowal” of “bulbous”, “hook”, or
“round shaft shaped” as asserted by Respondents. Moreover, even
if prosecution disclaimer did apply, the evidence has shown that
each of the accused devices nevertheless has at least one arm that
is generally tear-drop shaped. CX-275C Q. 521-531, 613-624, 703-
713; CX-2771C Q. 786-796, 1072-1082; Tr., 381:18-389:3; Tr.,
518:10-15, 532:19-21.

Thus, the Accused Products infringe the asserted claims.
(CIB at 21-22.)

I find Standard Innovation’s non-specific string citation to the record fails to provide
factual support for its allegations that the Accused Products infringe any claim of the *605 patent.
For example, with respect to the Tiani, Standard Innovation cites to 419 questions and answers in
witness statements without any explanation as to how those 419 questions and answers relate to
any limitation of the numerous asserted claims. Further, Standard Innovation’s citation to nearly
two hundred pages of documentary evidence fails to provide any explanation of how those pages
relate to any limitation of the numerous asserted claims. Finally, with respect to Standard
Innovation’s citation to demonstratives, demonstratives are not evidence and Standard

innovation fails to provide any explanation as to. how these demonstratives relate to any
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limitation of the numerous asserted claims. My Ground Rules state that “[a]ny factual or legal
issues not addressed in the post-hearing briefs shall be deemed waived.” (G.R. 13.1.1.) I find
Standard Innovation’s string citations do not adequately address how any Accused Product meets
any limitation of any asserted claim.* Accordingly, I find Standard Innovation effectively
waived its allegations of direct infringement.

However, the Staff has identified evidence that the Accused Products meet each
limitation of each asserted claim. (SIB 37-47.) The Respondents’ only argument that the
Accused Products do not meet each limitation of independent claims 1, 33, and 66 is that they do
not meet the limitation “wherein, at least one of the inner and outer arms are generally tear-drop
shaped.” (RIB at 20-25.) Respondents further argue that because the Accused Products do not
infringe the independent claims of the ‘605 patent, they also cannot infringe any dependent
claims. (/d. at21.)

Specifically, Respondents contend that both arms of the Tiani, Tiani 2, and Mahana are
bulbous; that the inner arms of the Tiani and Tiani 2 have a hook shape; that both arms of the
Mahana have a round cross-section; and that the inner arm of the Mahana has a round shaft. (/d.
at 22-25.) Respondents argue that the Accused Products do not meet the limitation “wherein, at
least one of the inner and outer arms are generally tear-drop shaped” because bulbous, hook, and
round shafts were disclaimed. However, as discussed above, Respondents have not shown that

such shapes were disclaimed during prosecution of the *605 patent. Indeed, the evidence shows

4 I set the page limit for the post-hearing briefs to 75 pages. Inexplicably, Standard Innovation
devoted only one page to infringement. Standard Innovation’s string citation to its alleged
evidence of infringement is an attempt at an end run around the page limit to allow a
disproportionate 28 pages of briefing directed to the economic prong of domestic industry. I
noted, in its pre-hearing brief, Standard Innovation devoted 39 pages to infringement and only 14
pages to the economic prong of the domestic industry. (CPHB at 38-76, 146-159.)
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that the inner and outer arm of each Accused Product are “generally tear drop shaped” which
clearly satisfies the limitation “wherein, at least one of the inner and outer arms are generally
tear-drop shaped.” (CX-0275C (Herbenick DWS) at Q/A 521-532, 613-625, 703-714; CX-
0277C (Villarraga DWS) at Q/A 786-797, 1072-1083; CDX-0046C at 007; CDX-0047C at 004.)

Accordingly, I find the evidence shows the Tiani infringes claims 1-7, 9-21, 23, 24, 33-
40, 42-54, 56, 57, 66-73, 75-87, 89, and 90 of the *605 patent; the Tiani 2 infringes claims 1-7, 9-
21, 23, 24, 33-40, 42-54, 56, 57, 66-73, 75-87, 89, and 90 of the ’605 patent; and the Mahana
infringes claims 1-7, 12-19, 24, 33, 35-40, 45-49, 52-54, 57, 66-73, 78-82, 85-87, and 90 of the
’605 patent.

2. Doctrine of Equivalents
Standard Innovation’s entire argument with respect to the doctrine of equivalents is:

If the evidence, for some reason, does not support a finding of

literal infringement, then the evidence easily supports a finding of
infringement under the doctrine of equivalents because each of the

accused products perform substantially the same function in
substantially the same way to achieve substantially the same result

as each of the asserted claims, CX-275C Q. 402, 456-736; CDX-

46C; CDX-47C; CX-277C Q. 687-1223; CDX-49C; CDX-50C.

(CIB at 22.)

I find that Standard Innovation has failed to meet its burden of proving infringement
under the doctrine of equivalents. “The determination of equivalence should be applied as an
objective inquiry on an element-by element basis.” Warner-Jenkinson Co. v. Hilton Davis
Chern. Co., 520U.S. 17, 40 (1997). As an initial matter, Standard Innovation’s string citation to
hundreds of pages of testimony falls far short of that burden.

Rather than providing an analysis under the doctrine of equivalents, Standard Innovation

criticizes Respondents for not making a “serious attempt to demonstrate that the accused

products did not literally infringe the asserted claims of the *605 patent.” (CIB at 23 (emphasis
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added).) Standard Innovation states the only non-infringement argument made by Respondents
was that the inner arms of the accused devices were not generally tear-drop shaped. Standard
Innovation contends “[t}he overwhelming evidence was to the contrary, making an analysis
under the doctrine of equivalents superfluous.” (Id. (emphasis added).)

Here, Standard Innovation failed to make a “serious attempt” to demonstrate that the
Accused Products did infringe the asserted claims under the doctrine of equivalents. A keyword
search of Dr. Herbenick’s testimony shows that Dr. Herbenick addressed the doctrine of
equivalents in response to only one question despite Standard Innovation’s citation to 281
questions and answers. The entirety of Dr. Herbenick’s doctrine of equivalents “analysis” is
cursory at best, and instead, relies upon conclusory statements:

If, for some reason, the infringement is found not to be literal, I
have determined that each of the accused products (the Tiani, the
Tiani 2, and the Mahana) infringes under the doctrine of
equivalents because they perform substantially the same function

in substantially the same way to achieve substantially the same
result of the asserted claims of the ‘605 patent.

(Id. at Q/A 402.) Likewise, despite citing to 536 questions and answers of Dr. Villarraga’s
testimony, Dr. Villarraga’s testimony contains no analysis under the doctrine of equivalents.
(CX-0277C (Villarraga DWS) at Q/A 687-1223.) I find Standard Innovation’s argument relating
to the doctrine of equivalents frivolous and its citation to evidence misleading in violation of
Commission Rule 210.4(c)(3) which requires that allegations and other factual contentions have
evidentiary support. |

E. Technical Prong of Domestic Industry

Standard Innovation devoted one sentence in support of its assertion that the We-Vibe,
We-Vibe I, and We-Vibe 3 products practice the asserted patent, to wit:

Standard Innovation presented overwhelming and undisputed
evidence that each of Standard Innovation’s We-Vibe (original), We-
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Vibe II, and We-Vibe 3 products (the “Domestic Products™) satisfies
the technical prong of the domestic industry requirement because
each product practices at least claims 1-7, 9-21, 23, 24, 33-40, 42-
54, 56, 57, 66-73, 75-87, 89, and 90 of the *605 patent. JX-1; JPX-
1-3; CX-275C Q. 49, 65-117, 254, 289-397; CDX-45C; CDX-51-55;
CDX-64; CX-210C-216C; CX-234; CX-277C Q. 38, 55-106, 341,
366-686; CDX~-48C; CX-46C49C; CX-50C-55C; CX-57C; CX-59C-
67C; Tr., 390:25-391:22, 515:22-516:7.
(CIB at 19.) For the reasons discussed above, such string citations are insufficient to meet
Standard Innovation’s burden of proof.

Nevertheless, the Staff did identify evidence that the domestic industry products meet
each limitation of claim 1 of the *605 patent. (SIB 48-51.) Respondents’ only colorable
argument to the contrary is that the Domestic Industry Products have a bulbous shape that was
disclaimed from the claims the *605 patent.” (RIB at 25.) However, as discussed above,
Respondents have not shown that bulbous shapes were disclaimed during prosecution of the *605
patent. Therefore, I find the evidence shows that the Domestic Industry Products practice claim
1 of the *605 patent.

The Staff contends that Standard Innovation “provided further evidence showing that the
domestic products also practice the remaining asserted claims. CX-275C, Q. 442-686; CX-
277C, Q. 366-391.” (SIB at 51-52.) For the reasons discussed above, such string citations are

insufficient to meet Standard Innovation’s burden of proof.®

3 Respondents alternatively argue, “if the claim term ‘generally tear drop shaped’ is interpreted

-to mean bulbous, see Tr. 20:11-21:2, then the We-Vibe cannot be covered by the claims of the
‘605 patent based on the testimony of Dr. Villarraga, who believes that the We-Vibe’s inner and
outer arms are not bulbous, but they are generally tear drop shaped. Tr. 515:8-516:2.” (RIB 26.)
As I did not construe generally-tear drop shape to mean “bulbous,” it is unnecessary to address
Respondents’ argument '

8 As Staff has addressed all limitations of claim 1, this is not a criticism of the Staff. If Standard
Innovation had made any effort to meet its burden of proof in its post-hearing brief, this would
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F.  Validity

Respondents state that they set forth an invalidity analysis only for independent claims 1,
33, and 66 because during the hearing Standard Innovation agreed that the limitations of the
dependent claims are obvious additions that must be looked at in the context of the independent
claims. (RIB at 26.) Standard Innovation strenuously disagrees. (CRB at 9-.)

Respondents grossly mischaracterize the relevant portion of the transcript in which
Standard Innovation’s counsel responded, “We have to look at it in the context of the
[independent] claims” (Tr. at 859:11-15) when I asked, “You're not going to make an argument
that silicong and that batteries and that the flexibility and everything is brand new with this patent,
’605 patent, are you, sir? I mean, except in the context of the independent claims.” (id. at 859:5-
10). Nothing in this exchange can be construed as an agreement that the limitations of the
dependent claims are obvious additions of the independent claims. (See also, CRB at 9-10.) My
Ground Rules state that “[a]ny factual or legal issues not addressed in the post-hearing briefs
shall be deemed waived.” (G.R. 13.1.1.) Accordingly, I find Respondents effectively waived
their allegation that the dependent claims are obvious.

1.  Anticipation
a. Mitcliener

Respondents assert that U.S. Patent No. 4,574,791 to Mitchener (RX-0008)
(“Mitchener”) anticipates asserted claims 1, 33, and 66 of the *605 patent. (RIB at 30-33.)
Mitchener issued on March 11, 1986 (RX-0008 at [45]) and is prior art to the 605 patent.

Mitchener discloses a muscle-toning device for strengthening the female pelvic muscle. (RX-

be a concurrence by Staff. Standard Innovation’s abuse of the Staff’s participation is not
condoned.
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0008 at [57].) For the reasons set forth below, Respondents have not proven that Mitchener
discloses every limitation of claims 1, 33, and 66 of the 605 patent by clear and convincing
evidence.

Respondents assert that Mitchener anticipates claims 1, 33, and 66. (RIB at 30-33 (citing
RX-0196C (Locker DWS) at Q/A 269, 296, 283).) Despite black letter law that Respondents
| bear the burden to prove invalidity, and the burden of proof never shifts to the patentee to prove
validity (Scanner Techs., 528 F.3d at 1380), Respondents state they are limiting their arguments
in their post hearing brief to the limitations disputed by Standard Innovation and Dr. Herbenick
with respect to claims 1, 33, and 66. (RIB at 30-33.) Respondents’ failure to address all
limitations of claims 1, 33, and 66 is fatal to their argument that Mitchener anticipates claims 1,
33, and 66 of the *605 patent.

Nevertheless, assuming arguendo, that Respondents had addressed all limitations of
claims 1, 33, and 66, Respondents have not shown that Mitchener teaches the limitation “a
sexual stimulation device dimensioned to be worn by a female during intercourse” as required by
the preamble of the asserted claims.” As an initial matter, the device disclosed in the Mitchener
(shown below) is not a sexual stimulation device — it is a muscle toning device for

strengthening the pubococcygeal muscle (“PC muscle”) of a female. (RX-0008 at [57].)

7 As discussed above, I find the preamble of claims 1, 33, and 66 is limiting.
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RX-0008, Figure 1
Moreover, the evidence shows the device described is not dimensioned to be worn by a
female during intercourse. (CX-0276C at Q/A 346-47.) The “vaginal insert member” of the
device (which resembles a pear (“12” in the figure)) is designed to be inserted in the vagina such
that the female can contract her PC muscle around the insert to effect toning of the muscle. (RX-~
0008 at 3:50-57, [57].) The neck of the pear is intended to be positioned either adjacent to or
protruding out of the vaginal opening. (/4. at 3:10-17.)
Dr. Locker testified:
There is no teaching in Mitchener that excludes the device from
being worn by a woman during intercourse. In fact, women are
often encouraged by sex therapists and sex educators to tone their
pubococcygeus muscle during penile-vaginal intercourse, so the
use of a device such as Mitchener during penile-vaginal
intercourse would be logical. The size of the Mitchener device is
such that it could be worn by a woman during intercourse

including penile-vaginal intercourse since such use depends on
relative size of vagina and penis.”
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(RX-0196C (Locker DWS) at Q/A 269 (emphasis added).)

In her testimony, Dr. Locker merely asserts that Mitchener is capable of being worm by a
female during intercourse. (Id.) However, even if the device disclosed in Mitchener is capable
of being worn during intercourse, there is no evidence that the device disclosed in Mitchener is
“dimensioned to be worn by a female during intercourse” as required by the asserted claims.
Accordingly, for at least this reason, Mitchener does not anticipate the claims of the *605 patent.

b. Ultime

The Ultime is a personal massager marketed by Natural Contours. (RPX-0004.) The
Ultime was first sold in March 2001 and is prior art to the *605 patent. (JX-0014C at 191:23-
192:14.) For the reasons set forth below, Respondents have not proven that the Ultime discloses
every limitation of claims 1, 33, and 66 of the *605 patént by clear and convincing gvidence.

Respondents assert that Ultime anticipates claims 1, 33, and 66. (RIB at 30-33 (citing
RX-0196C (Locker DWS) at Q/A 310, 322, 335).) Despite black letter law that Respondents
bear the burden to prove invalidity, and the burden of proof never shifts to the patentee to prove
validity (Scanner Techs., 528 F.3d at 1380), Respoﬁdents state they are limiting their arguments
in their post hearing brief to the limitations disputed by Standard Innovation and Dr. Herbenick
with respect to claims 1, 33, and 66. (RIB at 33-36.) Respondents’ failure to address all
limitations of claims 1, 33, and 66 is fatal to their argument that the Ultime anticipates claims 1,
33, and 66 of the *605 patent.

Nevertheless, assuming arguendo, that Respondents had addressed all limitations of
claims 1, 33, and 66, Respondents have not shown that the Ultime teaches the limitation “a

sexual stimulation device dimensioned to be worn by a female during intercourse” as required by
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the preamble of the asserted claims.® In fact, the evidence shows the device described is not
dimensioned to be worn by a female during intercourse. (CX-0276C at Q/A 256-82; CX-0285 at
Q/A 187-308.) Indeed, neither the instruction manual nor the website for the Ultime even
suggest that the Ultime product is dimensioned to be worn by a female during intercourse. (Id.)
Dr. Locker testified:

Ultime has a slender width of only 1 inch and the inner arm inserts

up to 4 inches into the vagina. Thus, Ultime discloses a sexual

stimulation device which is dimensioned to be worn by a female

during intercourse. The size and shape of the Ultime is such that

intercourse, including penile-vaginal intercourse, can be performed

while the inner arm is inserted within the vagina since such use
depends on relative size.

(Locker DWS at Q/A 310.) I am not persuaded by Dr. Locker’s conclusion that the Ultime is
dimensioned to be womn by a female during intercourse. (/d.) Dr. Locker offers no support for
her conclusion. Further, I find her testimony merely éupports a finding that the Ultime could be
worn during intercourse as opposed to being dimensioned to be worn by a female during
intercourse. Specifically, Dr. Locker’s testimony concludes that intercourse “can be performed”
and fails to address how the Ultime is dimensioned to be wom by a female during intercourse.
Accordingly, for at least this reason, the Ultime does not anticipate the claims of the "605 patent.
c. Kain

Respondents assert that U.S. Patent No. 5,690,603 to Kain (RX-0002) (“Kain™)
anticipates asserted claims 1, 33, and 66 of the *605 patent. (ROB at 36-39.) Kain issued on
November 25, 1997 (RX-0002 at [45]) and is prior art to the *605 patent. The Kain patent
describes a device designed “with a first phallic end which is used in the normal manner and a

second bulbous end which is inserted within the vaginal or anal cavity of the wearing partner.”

8 As discussed above, I find the preamble of claims 1, 33, and 66 is limiting.
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(RX-0002 at [57].) For the reasons set forth below, Respondents have not proven that Kain
discloses every limitation of claims 1, 33, and 66 of the *605 patent by clear and convincing
evidence.

Respondents assert that Kain anticipates claims 1, 33, and 66. (RIB at 36-39 (citing RX-~
0196C (Locker DWS) at Q/A 142, 159).) Despite black letter law that Respondents bear the
burden to prove invalidity, and the burden of proof never shifts to the patentée to prove validity
(Scanner Techs., 528 F.3d at 1380), Respondents state they are limiting their afguments in their
post hearing brief to the limitations disputed by Standard Innovation and Dr. Herbenick with
respect to claims 1, 33, and 66. (RIB at 36-39.) Respondents’ failure to address all limitations of
claims 1, 33, and 66 is fatal to their argument that Kain anticipates claims 1, 33, and 66 of the
’605 patent.

Nevertheless, assuming arguendo, that Respondents had addressed all limitations of
claims 1, 33, and 66, Respondents have not shown that Kain teaches the limitation “a sexual
stimulation device dimensioned to be worn by a female during intercourse” as required by the
preamble of the asserted claims.’

The evidence shows that Kain is not dimensioned to be worn by a female during
intercourse. (CX-0276C at Q/A 154-238; CX-0285C at 81-120.)

Dr. Locker testified:

Kain’s device can be wom by a woman during intercourse

including penile-vaginal intercourse since such use depends on
relative size of vagina and penis. '

(RX-0196C (Locker DWS) at Q/A 142 (emphasis added).) In her testimony, Dr. Locker merely

asserts that Kain is capable of being worn by a female during intercourse. (/d.) However, even

% As discussed above, I find the preamble of claims 1, 33, and 66 is limiting.
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if the device disclosed in Mitchener is capable of being womn during intercourse, there is no
evidence that the device disclosed in Mitchener is “dimensioned to be worn by a female during
intercourse” as required by the asserted claims.
Further, Dr. Locker testified:
In the SIC’s chart in Exhibit RX-0128C, under the heading “can be
used by a coupled during sex”, is there a Y marked for both the
We-Vibe and the Feeldoe that indicates “yes”. The Feeldoe is the

commercial embodiment of Kain. In my view, “sex” in this chart
means intercourse.

(RX-0196C (Locker DWS) at Q/A 142.)

As discussed above, thére is no testimony regarding the author of this document or the
meaning of this document, accordingly I give it little weight. Dr. Locker offers no explanation
for her interpretation of “sex” in the document as “intercourse.” While the document indicates
that the F Qeldoe can be used by a couple during sex, the document also indicates that the Feeldoe
does not “allow[] access to vagina for penis or dildo.” RX-0128C(2). Accordingly, I find this
document supports Standard Innovation’s position that the Feeldoe does not anticipate the *605
patent because the Feeldoe is not dimensioned to be worn on the body of a female during coitus.
Accordingly, for at least this reason, Kain does not anticipate the claims of the 605 patent.

2. Obviousness

Respondents devote a mere three pages of their post-hearing brief in support of three
arguments that the independent claims of the *605 patent are obvious under 35 U.S.C. § 103(a).
(RIB at 39-41.) As discusséd below, Respondents’ arguments fail factually and legally.

a. Generally Tear-Drop Shaped
Respondents state they will not engage in an extended obviousness analysis under 35

U.S.C. § 103 for two reasons:
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First, the Examiner allowed the claims because he had not seen the
term “generally tear-drop shaped” in the prior art. SIC’s
Supplemental Response to Respondent’s Interrogatory No. 2.] See
RX-0030_0006-0007. . SIC, however, does not dispute that
Mitchener, the Ultime or Kain in fact disclose a generally tear-drop
shaped arm. Although Mitchener and the Ultime are not prior art
of record, Kain is. SIC has switched its position and after agreeing
with the Examiner that Kain does not disclose a generally tear-drop
shaped, RX-0034C_0089-0091, it now admits that Kain does. RX-
0030_0012. In light of SIC’s admissions, the claims of the ‘605
patent are obvious over the Examiner’s prior art rejections in view
of any of Mitchener, the Ultime or Kain, which disclose the
allegedly missing generally tear drop shaped arm teaching.
(RIB at 39.)

Respondents assert that Standard Innovation initially agreed with the Examiner that Kain
does not disclose a generally tear-drop shape. However, the cited testimony states that the
witness does not recall discussing the Kain reference with the Examiner during the interview.
(Id.) Respondents have not cited any evidence that Standard Innovation initially agreed with the
Examiner that Kain does not disclose a generally tear-drop shape. Moreover, Respondents fail to
explain how Standard Innovation’s alleged admissions result in a finding that “the claims of the
’605 patent are obvious over the Examiner’s prior art rejections in view of any of Mitchener, the
Ultime or Kain, which disclose the allegedly missing generally tear drop shaped.” Indeed, as
discussed above, I found that none of these references—Mitchener, the Ultime, or Kain—teach
“a sexual stimulation device dimensioned to be worn by a female during intercourse” as required
by the asserted claims. |

It is unclear why Respondents did not engage in an extended obviousness analysis under
35 U.S.C. § 103. Ifind that, by simply making cursory assertions and conclusory arguments,
Respondents fall far short of meeting the clear and convincing standard necessary to invalidate
the *605 patent as obvious. See PharmasStem, 491 F.3d at 1360 (a patent challenger must “show

by clear and convincing evidence that a person of ordinary skill in the art would have had reason
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to attempt to make the composition or device, or carry out the claimed process, and would have
had a reasonable expectation of success in doing s0.”); see also Tech. Licensing, 545 F.3d at
1327 (“When an alleged infringer attacks the validity of an issued patent, [the] well-established
law places the burden of persuasion on the attacker to prove invalidity by clear and convincing
evidence.” (emphasis added)).

A person is not entitled to a patent if the differences between the claimed invention and
the prior art “are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art.” 35 U.S.C. § 103. The
uhderlying factual inquiries relating to non-obviousness include: 1) the scope and content of the
prior art, 2) the level of ordinary skill in the art, 3) the differences between the claimed invention
and the prior art, and 4) secondary considerations of non-obviousness, such as long-felt need,
commercial success, and the failure of others. See Graham v. John Deere Co., 383 U.S. at 17.
Respondents address none of these inquiries and, further, have failed to provide any motivation
for one of ordinary skill in the art to combine the references, which is also required for a finding
of obviousness. See C.R. Bard, 157 F.3d at 1352.

b. The Ultime in Combination with Mitchener or Kain

Respondents’ entire argument that the *605 patent is obvious in light of Ultime in
combination with Mitchener or Kain consists of:

Second, the analysis in § IILE.1 shows that independent claims 1,
33 and 66 are anticipated by either of Mitchener, the Ultime or
Kain. To the extent that the Administrative Law Judge disagrees,
the foregoing analysis shows that the independent claims are
obvious over the Ultime in light of either of Kain or Mitchener.
Each of these devices (1) is dimensioned to be worn by a female
during intercourse, and (2) has an elongate inner arm that is
dimensioned for insertion into a vagina, an elongate outer arm that
contacts a clitoral area, with both arms tapering toward a

connecting portion, a connecting portion with a width that is equal
to or greater than its width to minimize obstruction to the vagina,
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and at least one generally tear-drop shaped arm. It would have
been obvious to combine an element from either Kain or Mitchener
to whatever the Administrative Law Judge finds lacking in the
Ultime.

(RIB at 39-40.)

Here, Respondents’ decision to forgo an extended obviousness analysis is baffling.
Respondents do not cite any evidence to support its argument that “[e]ach of these devices (1) is
dimensioned to be worn by a female during intercourse, and (2) has an elongate inner arm that is
vdimensioned for insertion into a vagina, an elongate outer arm that contacts a clitoral area, with
both arms tapering toward a connecting portion, a connecting portion with a width that is equal
to or greater than its width to minimize obstruction to the vagina, and at least one generally tear-
drop shaped arm.” Likewise, Respondents do not cite any record evidence to support its
argument that “[i]t would have been obvious to combine an element from either Kain or
Mitchener to whatever the Administrative Law Judge finds lacking in the Ultime.”

Respondents rely entirely on attorney argument to make its obviousness case. Attomey
argument, however, is not evidence. Therefore, I find Respondents have failed as a matter of law
to set forth a prima facia case of obviousness. See Graham v. John Deere Co., 383 U.S. at 17
(stating that the underlying factual determinations include: (1) the scope and content of the prior
art, (2) the level of ordinary skill in the art, (3) the differences between the claimed invention and
the prior art, and (4) objective indicia of non-obviousness).

¢.  Ultime in Combination with Marshall

Respondents’ entire argument that the 605 patent is obvious in light of Ultime in
combination with Marshall consists of:

The anticipation analysis did not discuss Marshall. However, the
independent claims are also obvious over the Ultime in light of

Marshall. Marshall discloses the following limitations of the
independent claims. It would have been obvious to combine any
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of these elements from Marshall to .Whatever the Administrative
Law Judge finds lacking in the Ultime.

A sexual stimulation device dimensioned to be worn by a female
during intercourse — Marshall teaches a sexual stimulation device.
Dr. Herbenick admitted at the hearing that the inner arm of the
Rock Chick, which is the embodiment of Marshall, Tr.828:13-16,
could be inserted into a vagina during coitus. Tr. 411:25-412:2
This is confirmed by Exhibit RX-0051_ 0002, which states that the
Rock Chick “can also be used during sex, provided your partners’
penis or the dildo you’re using together will fit alongside the
insertable shaft.”

¢ an elongate inner arm dimensioned for placement inside a
vagina — It is not disputed that Marshall discloses an
elongate inner arm 2 dimensioned for placement inside a

vagina.

¢ an elongate outer arm dimensioned for placement against a
clitoral area — It is not disputed that Marshall has an
elongate outer arm dimensioned for placement against a
clitoral area.

e aconnecting portion connecting said inner and outer arms —
Marshall has a connecting portion 8 connecting said inner
and outer arms.

e wherein, at least one of the inner and outer arms are
generally tear-drop shaped — The International Preliminary
Report on Patentability (“IPRP”) found that Marshall
disclosed a “generally tear-drop shaped pad.” See JX-
0002_0102-0104. The Australian Examiner examining
SIC’s corresponding Australian application also found
that Marshall disclosed a “generally tear-drop shaped
pad.” See JX-0008_039. '

¢ wherein said connecting portion which has a width which is
equal to or greater than its thickness to minimize
obstruction to the vaginal opening — The connecting portion

8 of Marshall has a width equal to or greater than its
thickness. RX-0004_0002.

(RIB at 40-41.)
Again, I find that, by simply making cursory assertions and conclusory arguments,

Respondents have failed to meet the clear and convincing standard necessary to invalidate the
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’605 patent based on obviousness. See PharmaStem, 491 F.3d at 1360; see also Tech. Licensing,
545 F.3d at 1327. Respondents have also failed to provide any motivation for one of ordinary
skill in the art to combine the reference, which is also required for a finding of
obviousness. See C.R. Bard, 157 F.3d at 1352.
d. Objective Indicia of Nonobviousness

Since I find that Respondents have failed to make a prima facie argument regarding
obviousness, I find that an extensive analysis of secondary considerations to rebut the
obviousness arguments is unnecessary.

3. Indefiniteness

The Respondents contend that the claim limitations “generally tear-drop shape” and
“dimensioned to be worn by a female during intercourse” are indefinite. The evidence does not
support this contention.

Claims of invalidity require proof by clear and convincing evidence. Scanner
Technologies Corp. v. ICOS Vision Sys. Corp. N.V., 528 F.3d 1365, 1380 (Fed. Cir. 2008).
Where, as here, the challenge is brought under 35 U.S.C. § 112, 2, clear and convincing
evidence must establish that a person qf ordinary skill in the relevant art would not understand
the scope of what the challenged claims when read in light of the specification. Personalized
Media Communications, L.L.C. v. ITC, 161 F.3d 696 (Fed. Cir. 1998).

The Respondents have fallen far short of satisfying this heavy burden with respect to the
“generally tear-drop shaped” limitation. As discussed above, the term generally tear-drop shaped
does not require consiruétion and is given its plain and ordinary meaning. The evidence shows
that one skilled in the art would have a sufficient understanding of the term “generally tear-drop
shape” and the shapes that meet this limitation. (CX-276C at Q/A117; RX-0196C (Locker

DWS) at Q/A 78.)
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Similarly, the evidence does not show that the phrase “dimensioned to be worn by a
female during intercourse” is indefinite. The Respondents contend that because the preamble
does not specify where on the female body the sexual stimulation device should be worn, this
claim term is indefinite. This contention, however, is not supported by the record.

The specification provides sufficient guidance to one skilled in the art regarding the term
“intercourse.” In particular, the specification discloses that the claimed device is sized and
shaped so that a penis can move in and out of the vagina and thus contact the outer surface of the
internal arm. (JX-0001 at 9:53-10:21 (“The ‘outer” surface of the clitoral pad, internal arm and
internal vibrating module that is against the man’s skin is glass smooth to minimize friction to
reduce any tendency of the device to move with the mas as the penis moves in and out of the |
vagina.”).)

Further, the specification refers to men and women when discussing how to wear the
claimed device: “[w]hen worn, the inner surface is against the woman and the outer surface is
against the man” (id. at 8:50-53); “[i]t should be noted also that the device conforms to the shape
of the vagina even when this shape changes when a penis is inserted and also changes when the
penis is at different angles relative to the woman” (id. at 10:3-6). Thus, the intrinsic record of
the *605 patent provides more than enough understanding of the scope and meaning of the term
“intercourse.” Accordingly, based on the above, evidence has not shown that the claim
limitation “dimensioned to be worn by a female during intercourse” is indefinite.

V1. ECONOMIC PRONG OF DOMESTIC INDUSTRY

To satisfy the economic prong, Standard Innovation must prove, with respect to the
articles it alleges are protected by the 605 patent “(A) significant investment in plant and
equipment; (B) significant employment of labor or capital; or (C) substantial investment in [the

’605 patent’s] exploitation, including engineering, research and development, or licensing.”
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19 U.S.C. § 1337(a)(3) (intemal formatting removed). Because the statute uses the disjunctive
term “or,” Standard Innovation bears the burden of establishing that the domestic industry
requirement is satisfied based on any one of the three subsections (A) through (C). 19 U.S.C.
§ 1337(a)(3).

In its pre-hearing brief, Standard Innovation applied the “governing legal standards to
Standard Innovation’s activities.” (CPHB at 148-159.) Standard Innovation identified specific
activities that it alleged constitute significant investment in plant and equipment under prong A
(id. at 148-152), significant employment of labor or capital under prong B (id. at 152-153), and
substantial investment in exploitation, including engineering, research and development, or
licensing under prong C (id. at 154-158). Specifically, Standard Innovation allocated fhe
following expenses to prong A:

o the cost of eight components or materials purchased from U.S. companies for use

in its We-Vibe products (id. at 148-151); and

L[ ]

2. [ ]

3. microcontrollers [ ]

4. DC to DC converters | 1
5. Charger ICs[ ]

6. transceivers [ ]

7. crystals [ ] and

8. pigment[ ]

e payments for warehousing services (id. at 152).
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Standard Innovation allocated the following expenses to prong B:

salary of U.S. employees (id. at 152-153); and

administrative costs (id. at 153).

Standard Innovation allocated the following expenses to prong C:

engineering work performed by [ ] (id. at 154-155);
research and development work conducted with U.S. companies (id. at 155-156);
sexual wellness education efforts (id. at 156-158);

service and warranty fulfillment (id. at 158); and

the profits earned by U.S. distributors and retailers of the We-Vibe (id. at 158).

Standard Innovation argues in its post-hearing brief that its expenditures “relating to

exploitation of the *605 patent represent significant or substantial investments under prongs

(A)-(C). (CIB at 68 (emphasis added).) Quite confusingly, Standard Innovation then goes on to

argue that the following expenditures relating to the exploitation of the *605 patent in the U.S.

are significant and substantial, and satisfy the economic prong of the domestic industry test:

Expenditures 2008 —Nov, 2011 | 2008 — June 2012
US manufactured [ ] [ ]
materials and
components
Service / Warranty [ 1 [ ]
Other components [ ] : [ 1
purchased from US
companies
Warehousing [ 1 [ ]
Educational Events and | [ ] [ ]
Trade Shows
Product samples [ 1 [ ]
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Other sales/marketing | [ 1 [ ]

US Employees [ ] [ ]

Administrative costs | [ ] [ ]
TOTAL I ] | ]

(CIB at 69-70.)

To the extent Standard Innovation now argues in its post-hearing brief that each of its
asserted expenditures are relevant under prongs (A), (B), and (C), I find Standard Innovation has
far exceeded the scope of its pre-hearing brief. My Ground Rules are clear that contentions not
raised in a party’s pre-hearing brief are deemed abandoned or withdrawn. (Ground Rule 9.2
(May 8, 2012, Nc;tice of Ground Rules) (“Any contentions not set forth with the level of
particularity required [in the pre-hearing brief] shall be deemed abandoned or withdrawn, except
for contentions of which a party is not aware and could not have been aware in the exercise of
reasonable diligence at the time of filing the pre-hearing brief.”).) Moreover, allowing Standard
Innovation to raise contentions for the first time in its post-hearing brief would prejudice
Respondents and the Staff who had no opportunity to address these arguments at the hearing.
Thus, I find Standard Innovation has waived its arguments in its post-hearing brief that its
asserted expenditures support a finding that it has satisfied the economic prong of the domestic
industry requirement under prongs (A), (B), and (C). Accordingly, my analysis of Standard
Innovation’s expenditures set forth in its post-hearing brief as they relate to prongs (A)-(C) shall
be confined to that as set forth in its pre-hearing brief.

The Staff is of the view that, while Standard Innovation’s evidence of domestic industry
presents a close question based on applicable Commission precedent, when taken as a whole, the

evidence shows that Standard Innovation has satisfied the domestic industry requirement under
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§ 1337(a)(3)(C). (SIB at 69-77.) As discussed below, the Staff asserts the evidence shows that
Standard Innovation’s purchases of U.S. manufactured component parts—|

] microcontroller part and DC to
DC converter from [ ] and pigments by [ ]—that are allegedly
critical to the success of the We-Vibe products are sufficient to satisfy prong C of the domestic
industry requirement.'® (7d. at 69.)

The Staff notes that Standard Innovation also relies on a number of activities that cannot
be factored into the domestic industry analysis, such as, expenditufes relating to the marketing
and sales of the domestic products, warehousing, customer support, and unquantified research
and development/engineering costs for the We-Vibe devices. (/d. at 74 n.8.) The evidence does
not show that these expenditures can be used to establish the domestic industry requirement as
the marketing and sales activities are not production related and/or do not occur in the United
States and the research and development costs are not properly quantified.

Respondents argue that Standard Innovation has not shown a significant investment in
plant and equipment (RIB at 56-62); has not shown a significant employment of labor or capital
(id. at 62-64); and has not substantially invested in the exploitation of the 605 patent (id. at 64-
66). Respondents argue that because Standard Innovation did not allege that a domestic industry
was in the process of being established in its complaint, this issue is not properly part of this

Investigation. (/d. at 66-67.)

10 Standard Innovation allocates these expenditures under prong A. The parties do not discuss
this difference in their briefs.
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1. . Activities Occurring After Filing of the Complaint Are Irrelevant

Standard Innovation acknowledges that as a general matter only those activities occurring
before the filing of the complaint are relevant to the determination of the existence of a domestic
industry. (CIB at 46.) However, Standard Innovation argues that in appropriate circumstances
depending on the specific facts and circumstances of an investigation, post-complaint domestic
industry activities may be considered. (/d. at 46-47 (citing Certain Video Game Systems and
Controllers, Inv. No. 337-TA-743, Comm’n Op. at 5-6 (Jan. 20, 2012)).) Standard Innovation
argues that “given the relatively small size of the company, the fact that sales only began in 2008
in a market that Standard Innovation had to create, and the continued dramatic growth of both
sales and investments in the U.S., Complainants submit that the circumstances justify
consideration of post-complaint expenditures in this investigation.” (/d. at 47.)

I am not persuaded by Standard Innovation’s argument. Standard Innovation fails to
identify any specific facts or circumstances that justify considering domestic industry activities
that occurred after the filing of the complaint. The circumstances raised by Standard Innovation
are not unique; rather they appear consistent with the challenges of any new business. However,
Standard Innovation did not allege that a domestic industry was in the process of being
established in its oompla:int.11

2. Expenditures Relating to the We-Vibe (Original) are Irrelevant

Section 337 is written in the present tense and requires a domestic industry that exists at

the time of the filing of the complaint. 19 U.S.C. § 1337(a)(2). While not addressed by the

11 Bven if Standard Innovation had alleged that a domestic industry was in the process of being
established, “only activities that occurred before the filing of a complaint with the Commission
are relevant to whether a domestic industry exists or is in the process of being established under
sections 337(a)(2)-(3).” Coaxial Cables, Inv. No. 337-TA-650 Comm’n. Op. at 51 n.17.
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parties, th;: record shows Standard Innovation stopped selling the We Vibe (original) in 2009.
(CX-0280C (Finlayson DWS) at Q/A 55-56; CDX-0008C.) A product that had not been sold for
two years before the filing of the complaint is not persuasive evidence of Standard Innovation’s
existing domestic industry. Accordingly, expenditures solely relating to the We-Vibe (original)
are not relevant to Standard Innovation’s contention that a domestic industry exists.

3. Standard Innovation’s Purchase of Components Does Not Satisfy the
Domestic Industry Requirement

It is undisputed that the Domestic Industry Products are assembled overseas in China.
(Tr. 71:10-16.) Standard Innovation works with two contract manufacturers who purchase and
assemble the components for the domestic industry products. (Tr. at 71:10-16.) The
components for the domestic industry prdducts include, among other things, silicone, backbone,
batteries, vibrators, micro-controllers, a material used to [

] the device called [ ], motors, and the material used in the backbone
of the device called [ ] (Tr. 213:9-214:20.)

Standard Innovation and the Staff assert Standard Innovation’s purchase of four
components manufactured in the United States that are allegedly crucial to the performance of
the We-Vibe products are sufficient to establish a domestic industry under prong A and prong C,
respectively.'? (CIB at 53-58; SIB at 69-77.) First, the evidence shows that Standard Innovation
requires its contract manufacturers to use [ ] which is manufactured in the US. by
[ ] (CX-280C at Q/A 164-177.) [ ]is a silicone used to [

] of the We-Vibe in order to create a smooth and even finish. Id.

Standard Innovation has spent [ ] from 2008 to November 2011 for

12 Standard Innovation allocates these expenditures to prong A. The Staff allocates these
expenditures to prong C. The parties do not address this difference.
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use in its We Vibe products.”? (CDX-85C at 9; CX-0076; CX-0116C.) The evidence shows that
[ ] is a critical component in the We-Vibe products. (Tr. at 180:8-15, 176:4-14.)

Second, the evidence shows that [ ] is a critical component in the We-Vibe
products. (Tr. at 213:11-214:3; see also id. at 176:4-14; id. at 235:9-236:17.) Standard
Innovation has spent [ Jon[ ] from 2008 to mid-2011 for use in its We-Vibe
products.** (CDX-85C_009; CX-0076; CX-0116C.)

Additionally, Standard Innovation purchases microcontroller parts for the We-Vibe 2 and
both a microcontroller part and DC to DC converter from | ] for the We-
Vibe 2 and We-Vibe III products. (CX-280 at Q/A 80-89; Tr. 180-16-181:10.) The
microcontroller controls the vibrator motor and the DC to DC converter convert the voltage in
order to run the processor and RF circuitry. Jd. While these products are made in the U.S., only
a portion of the manufacturing actually occurs here. (Tr. 181:11-19.) The wafers for these
products are madé in the United States and the assembly and testing is done offshore. Id. The
wafer fabrication accounts for approximately 80% of the cost of production. /d. Standard
Innovation has spent [ ] on the purchases of these components from 2009 to November
2011 for use in the We-Vibe 2 and We-Vibe III products. (CDX-85C_009; CX-0076; CX-
0116C.) Hence, I can only attribute 80% of this cost to Standard Innovation’s domestic industry,
e [ ]

Wifh respect to these three components, the record shows that each directly relate to a
claim in the 605 patent. Standard Innovation’s expert, Dr. Villaraga, testified that [ ]

relates to the dependent claims that recite [features of the outer covering of the We-Vibe device,

13 This amount has not been reduced by the amount spent on the original We-Vibe.

¥ This amount has not been reduced by the amount spent on the original We-Vibe.
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i.e., claims 6, 7, 39, 40, 72, and 7 (Tr. at 570:5-571:5; CX-277C, at Q/A 548-561.) The [ ]
component specifically relates to at dependent claims 9, 10, 11, 42, 43, 44, 75, 76, and 77 39
which recite limitations relating to the skeleton of the We-Vibe device.] (Tr. at 570:5-571:5;
CX-277 at Q/A 562-592; CDX-0048C at 30-31.) Likewise, the microcontroller] relates to at
least dependent claims [17, 18, 19, 52, 53, 54, 85, 86, and 87. (Tr. at 568:21-569:6; CX-277 at
Q/A 618-639; CDX-0048C at 46-47.) Thus, not only are these components critical to the
function of the We-Vibe devices, they also directly relate to claimed features in the *605 patent.
See Concealed Cabinet Hinges and Mounting Plates, 337-TA-289, Comm. Op. at 23 (Jan. 9,.
1990) (“The only domestic addition to the completed product is the addition of imported dowels,
which is optional and, because the patent covers the completed hinge, not the dowel feature, does
not bear directly on the “exploitation’ of any claim of the ‘735 patent . . . Because of its indirect
bearing on the patented features . . . we reduce the weight we otherwise would accord
complainant’s investment in plant and equipment.”). Finally, the evidence also shows Standard
Innovation purchases silicone color pigments, made in the United States, from [ ] for the
We-Vibe II. (CX-280 at Q/A 111-118.) Standard Innovation has spent [ ] for the
purchase of this product from [ ] (Zd.) Ifind this component does not directly relate to
a clajim in the >605 patent and is not relevant to prong C. (See CX-280C at Q/A 118.)

While Standard Innovation’s post-hearing brief is unclear as to how it is allocating these
expenditures, Standard Innovation is bound by the argument in its pre-hearing brief that its
purchase of these components supports a finding of a significant investment in plant and
equipment under prong A. However, Standard Innovation failed to explain how these

expenditures relate, in any way, to an investment in plant or equipment by Standard Innovation,
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its manufacturer, or the manufacturer of the components. (CIB at 54-58.) Accordingly, there is
absolutely no basis for me to attribute these expenses to prong A.

The Staff asserts that these expenditures are sufficient to satisfy the economic prong of
the domestic industry under § 1337(a)(3)(C). (SIB 69-77.) However, the Staff does not address
how the purchase of U.S. manufactured component parts, even if critical to the success of the
domestic industry products, is relevant to prong C.

Section 337(a)(3)(C) states that “an industry in the United States shall be considered to
exist if there is in the United States ... substantial investment in ... exploitation [of the patent],
including engineering, research and development, or licensing.” Notably, the provision does not
specifically mention the purchase of components. With respect to [ Jand
the silicone color pigments, the evidence shows that these components were selected due to their
suitability for the We-Vibe products rather than developed for use in the We-Vibe."* As such,
investments in engineering as well as in research and development cannot represent efforts to
facilitate and/or hasten the practical application of the invention of the *605 patent.'® Notably,
Standard Innovation provides only the total amount it spent on such components and does not

break out any engineering or research and development costs incurred by the manufacturer of

15 For example, the [ ] costs per unit were calculated based on the
estimated grams per unit multiplied by the cost per gram.

16 To the extent such investments may be relevant; Standard Innovation provides only the total
amount spend on these components. Further, there is no evidence the color pigments from
[ ] relate in any way to the exploitation of the *605 patent.
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these products. Thus, I must not consider the purchase of these components as engineering or
research and development activities relevant to prong c.”

With respect to the components from [ ] while Standard
Innovation asserts the components were customized, there is no evidence regarding
customization, including the alleged costs of such customization. (CIB at 58.) Again, Standard
Innovation provides the total amount it spent on such components and does not break out any
engineering or research and development costs. (/d.)

Regardless, assuming arguendo that Standard Innovation had shown that the mere
purchase of | ] color pigments, and components from [

] were relevant to domestic industry without identifying plant and equipment or
engineering or research and development costs, I find these investments are not substantial or
significant. The Staff asserts that the evidence shows that Standard Innovation has spent a total
of [ 1* on components manufactured in the U.S. for use in the AWe—Vibe products since
2008 until the filing of the Complaint and that “these expenditures account for slightly less than
5% of the total costs of the products (taking into account that only 80% of the production for the
microcontroller occurs in the United States).” (SIB at 75.) The Staff further asserts the monies
spent on U.S. source components is a significant investment for a start-up company. (/d.)
Likewise, Standard Innovation argues that an investment of $1 million may not be significant to

enormous companies like Apple, IBM, HP, or Samsung, but for a company the size of Standard

17 While the language of the statute leaves open that something more than engineering, research
and development, and licensing could be relevant to prong C, no party has argued why the mere
purchase of components is relevant.

18 This amount includes costs associated with the We-Vibe (original) that are irrelevant to
domestic industry.
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Innovation, [ ] is a significant and substantial amount relative to the size of its overail
operations. (CRB at 27.)
Because Standard Innovation’s expenditures per unit do not vary over time, I find it is
more appropriate to look at Standard Innovation’s per unit expenditures rather than over a
multiple year period. With respect to the We-Vibe Il, Standard Innovation attributes [ ]to
the Microcontroller [ ] taking into account that only 80% of the production for the
microcontroller occurs in the United States); [ ]
(CX-0280C (Finlayson DWS) at Q/A 195; CDX-0037C.) While Standard Innovation argues this
is 5% of the total value added (RRB at 26), I find this argument misleading at best. The
evidence establishes that the [ ] cost of components supplied by U.>S. companies is less than
5% of the total product raw cost of [ ] (CX-0280C (Finlayson DWS) at Q/A 195; CDX-
0037C.) Dividing Standard Innovation’s worldwide We-Vibe II revenue by its worldwide unit
sales results in a per unit revenue ofover[ ] (CX-0280C (Finlayson DWS) ét Q/A 56, 62;
CDX-0008C; CDX-0010C.) The| ] cost of components supplied by U.S. companies is
really only around [ ] of the total product revenue. |
Standard Innovation’s argument that a [ ] investment is large based on its size is
not persuasive. Standard Innovation fails to offer any quantification of its size or explain how
“these costs are related to prong A . Notably, Standard Innovation’s “investment” of [ ]
resulted in [ ]in revenue. (CX-0280C (Finlayson DWS) at Q/A 62.)
While Standard Innovation has spent nearly [ ] on these components, it is
because Standard Innovation has experienced tremendous sales, which cuts against its argument
that it is a small startup company. Indeed, in 2010 alone, Standard Innovation sold [ ] We-

Vibe I’s. (CX-0280-C at Q/A 56; CDX-0008C.) Standard Innovation’s expenditure of nearly
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[ ]is directly proportional to its sales. If Standard Innovation had sold half as many We-
Vibe’s, Standard Innovation would have incurred only about | ] in expenditures.

4. Standard Innovation Has Not Otherwise Established a Domestic
Industry®

The Staff notes that Standard Innovation also relies on a number of activities that cannot
" be factored into the domestic industry analysis, such as, expenditures relating to the marketing
and sales of the domestic products, warehousing, customer support, and unquantified research
and development/engineering costs for the We-Vibe devices. I agree. The evidence does not
show that these expenditures can be used to establish the domestic industry requirement as the
marketing and sales activities are not production related and/or do not occur in the United States
and the research and development costs are not properly quantified.

Standard Innovation’s pre-hearing brief contends that warehouses in the U.S. support a
domestic industry under prong A. (CPHB at 148-152.) The warehousing costs identified by
Standard Innovation (CIB at 67) include costs incurred after the filing of the complaint.
Accordingly, Standard Innovation provides no basis by which to assess its alleged warehousing
costs.

Standard Innovation argues that the salaries and bonuses of its U.S. employees support a
finding of domestic industry under prong B. However, the evidence cited states “marketing
salaries.” (CIB at 65.) In fact, Standard Innovation’s brief confirms that these employees are

sales and marketing type employees that are not relevant to domestic industry.?

19 Standard Innovation’s contentions are limited by its pre-hearing brief. (CPHB at 152-153.)

20 Standard Innovation acknowledges that sales and marketing alone are not cognizable under the
statute. (CIB at 66.)
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Standard Innovation alleges it has incurred [ ] in administrative expenses in the
U.S. from 2008 to the filing of the complaint. (CIB at 68.) Standard Innovation argues,
“[i]nsofar as these expenditures support Standard Innovation’s educational, sales and marketing
efforts that are directed to exploiting the *605 patent, they also may be included in the domestic
industry analysis.” (Id. (emphasis added).) Standard Innovation’s use of the word “insofar”
indicates. that its argument relates to only a portion of its | ] expenditure. Nor has
Standard Innovation shown that these expenditures are relevant to domestic industry.

I am not persuaded by Standard Innovation’s arguments (CIB at 63-65) that its sexual
wellness education efforts are relevant to domestic industry. Standard Innovation asserts it spent
[ ] on service and warranty fulfillment for U.S. consumers up to the date the complaint was
filed. (CIB at 58-59.) However, the testimony cited by Standard Innovation does not
sufficiently establish the alleged expenditure occurred in the United States. (CX-0280 at Q/A
266-269.) Further, there is no indication or explanation as to how Standard Innovation derived
the [ ] amount, which is miniscule in any event.

Accordingly, for the reasons discussed above, I find Standard Innovation has not proven

by a preponderance of the evidence that a Domestic Industry exists for the asserted *605 patent.
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VII. CONCLUSIONS OF LAW

1.

10.

11.

12.

The Commission has personal jurisdiction over the parties, and subject-matter
jurisdiction over the accused products.

The importation or sale requirement of Section 337 is satisfied.

Lelo’s Tiani product infringes claims 1-7, 9-21, 23, 24, 33-40, 42-54, 56, 57, 66-
73, 75-87, 89, and 90 of the *605 patent.

Lelo’s Tiani 2 product infringes claims 1-7, 9-21, 23, 24, 33-40, 42-54, 56, 57,
66-73, 75-87, 89, and 90 of the 605 patent.

Lelo’s Mahana product infringes claims 1-7, 12-19, 24, 33, 35-40, 45-49, 52-54,
57, 66-73, 78-82, 85-87, and 90 of the *605 patent.

The Accused Products do not infringe any claims of the *605 patent under the
doctrine of equivalents.

Claims 1, 33, and 66 of the 605 patent are not invalid as anticipated under
35U.8.C. § 102.

Claims 1, 33, and 66 of the *605 patent are not invalid as obvious under 35 U.S.C.
§ 103.

The *605 patent is not indefinite under 35 U.S.C. § 112.
The Domestic Industry Products practice the *605 patent.
The domestic industry requirement is not satisfied with respect to the *605 patent.

There has been no violation of Section 337 with respect to the *605 patent.
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VIII. INITIAL DETERMINATION?

Based on the foregoing, it is the Initial Determination of this Administrative Law Judge
that a violation of Section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337, has not
occurred in the importation into the United States, the sale for importation, or the sale within the
United States after importation of certain kinesiotherapy devices and components thereof with
respect to claims 1-7, 9-21, 23, 24, 26, 33-40, 42-54, 56, 57, 59, 66-73, 75-90, and 92 of U.S.
Patent No. 7,931,605.

The undersigned hereby CERTIFIES to the Commission this Initial Determination,
together with the record of the hearing in this investigation consisting of the following: the
transcripts of the evidentia.ry and claim construction hearings, with appropriate corrections as
may hereafter be ordered; and the exhibits accepted into evidence in this investigation as listed in
Appendix A hereto.”?

The Secretary shall serve a public version of this Initial Determination upon all parties of
record and the confidential version upon counsel who are signatories to the Protective Order
(Order No. 1) issued in this Investigation.

Pursuant to 19 C.F.R. § 210.42(h), this Initial Determination shall become the

determination of the Commission unless a party files a petition for review pursuant to 19 C.F.R.

21 The failure to discuss any matter raised by the parties or any portion of the record herein does
not indicate that said matter was not considered. Rather, any such matter(s) or portion(s) of the
record has/have been determined to be irrelevant, immaterial, or meritless. Arguments made on
brief which were otherwise unsupported by record evidence or legal precedent have been
accorded no weight.

22 The pleadings of the parties filed with the Secretary need not be certified as they are already in
the Commission’s possession in accordance with Commission rules.

80



PUBLIC VERSION

§ 210.43(a) or the Commission, pursuant to 1>9 C.F.R. § 210.44, orders on its own motion a
review of the Initial Determination or certain issues therein.

Within seven days of the date of this document, each party shall submit to the Office of
the Administrative Law Judges a statement as to whether or not it seeks to have any portion of
this document deleted from the public version. The parties’ submissions must be xﬁade by hard
copy by the aforementioned date and must include a copy of this document with red brackets
indicating any portion asserted to contain éonﬁdential business information to be deleted from
the public version, along with a list indicating each page on which such a bracket is to be found.
~ The parties’ submissions concerning the public version of this document need not be filed with
the Commission. |

SO ORDERED.

Thomas B. Pender
Administrative Law Judge
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