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PUBLIC VERSION
- UNITED STATES INTERNATIONAL TRADE COMMISSION

-~ Washington, D.C.

: In the Matter‘of _

CERTAIN SUCRALOSE, SWEETENERS
CONTAINING SUCRALOSE, AND RELATED
INTERMEDIATE COMPOUNDS THEREOF

Inv. No. 337-TA-604

INITIAL DETERMINATION ON VIOLATION OF SECTION 337 AND
RECOMMENDED DETERMINATION ON REMEDY AND BOND

Administrative Law Judge Chérles E. Bullock
(September 22, 2008)

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 Administrative Law
Judge’s Initial ‘Detenninatior‘l in the matter of certain sucralose, sweeteners containing sucralose, and
related intermediate compounds thereof, Investigatio;l No. 337-TA—664.

-The Adrninistrative Law Judge hereby determines that, with the exception of ce’rtéin non-
participating and defaulted Respondents, a violation of Section 337 of the Tariff Act of 1930, as -
| amended, has not been found in the ixnportation into the United States, the sale fbr importation, or
the sale within the United States after impértation’of certain sucralose, sweeteners containing
sucralose, and related intermediaté compounds thereof, in connection with claims 1-3 and 16-18 of

U.S. Patent No. 4,980,463; claims 20-26, 28, and 29 of U.S.y Patent No. 5,470,969; claims 8, 9, and

! 72 Fed. Reg. 26,645 (May 10, 2007).



13 of U.S. Patent No. 5,498,709; and claim 1 of U.S. Patent No. 7,049,435, Furthermore, the
Administrative Law Judge hereby determines that a domestic industry in the United States exists that
practices U.S. Patent Nos. 5,470,969; 5,498,709; and 7 ,049,435, and does not exist that practices
U.S. Patent No. 4,980,463. The undersigned alsp makeé a determination that a violation of Section
337 of the Tariff Act of 1930, as amended, has not been found in the importation in’;o‘ the United
States, the sale for importation, or the sale within the United States after importation of certain
~sucralose, sweeteners containing sucralose, and related intermediate compounds thereof, in
conhection wuh cléims 1-4 and 11-22 of U.S. Patent No. 5,034,551 because the Commission has no

jurisdiction over the subject matter of this patent.



DISCUSSION

L | Introdugtion

A.  Procedural History

On April 6,2007, Complainants Tate & Lyle Technology Limited and Tate & Lyle Sucraiose,
Inc. (collectively “Complainants” or “Tate & Lyle”) filed a complaint with the Commission pursuant
to Section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337. The complaint was
supplemented on April 13, 18, 23, and 25, 2007. The complaint, as supplgmented, asserts unfair
methods of competition and unfair acts in violation of Section 337 by Respondents AIDP, Inc.;
Beijing Forbest Chemical Co, Ltd.; Beijing Forbest Trade Co., Ltd.; ForbAest‘ Interhational USA,
LLC; Changzhou Niutang Chemical Plant Co.; U.S. Niutang Chemical, Inc.; CJ America, Inc.;
Fortune Bridge Co., Inc.; Garuda International, Inc.; G:emount International Co., Ltd.; Guangdong
F@ood Industry Inst’itute;‘ Hebei Province Chemical Industry Academe; Hebei Research Institute of
Chemical Industry; Hebei Sukerui Science and Technology Co., Ltd.; Heartland Packaging
Corporation; L&P Food Ingredient Co.,Ltd; Lianyungang Natiprol (Int’l) Co., Ltd.; MTC Industries,
| Inc.; Nantong Molecular Technology Co., Ltd.; Nu~Scaah Nutraceuticals, Ltd.; ProFood |
Intérﬁational, Inc.; Ruland Chemistry Co., Ltd.; Shanghai Aurisco International; Vivion, Inc.; and
Zhongjin Pharmaceutical (Hong Kong) Co., Ltd. in connection with the irhportation, sale for
| importation, and sale within the United States after importation of cértain sucralose, sweeteners
containing suéralose, and related intermediate compounds thereof.

The complaint accuses Respondents’ products of infringing various claims of the following
five U.Sv. Patents owned by Tate & Lyle: claims 1-}3 and 16?1 8 of US Patent No. 4,980,463 (“the

‘463 patent™); claims 20-26, 28, and 29 of U.S. Pateano. 5,470,969 (“the ‘969 patent™); claims 1-4



and 11-22 of U.S. Patent No. 5,034,551 (“the *551 patent™); claims 8, 9, and 13 of U.S. Patent No.

5,498,709 (“the ¢709 patent™); and claim 1 of U.S. Patent No.7,049,435 (“the ‘435 patent”). The

complaint further alleges that there exists a domestic industry with respect to the patexits-at—issue.

Tate & Lyle seeks, among other things, a general exclusion order of the infringing'sucralose,

sweetehers containing sucralose, aﬁd related intermediate compounds thereof. On May 7, 2007, the
Commission issued a notice of iﬁvesti gation that was subsequently published in the Federal Register
on May 10, 2007.> On May 11, 2007, the Commission issued a correction to the notice of
institution.> On June 13, 2007, the undersigned set a fifteen-month target date for the investigation,
or August 11, 2008.* |

On July 6, 2007, Tate & Lyle filed a motion for order to show cause and deféult judgment
against Respondents Gremount, Hebei Academe, Hebei Research, Natiprol, Ruland, Shanghai
Aurisco, and Zhongjin. On July 19, 2007, the undersigned issued Order No. 6, granting the motion
to order show cause. Subsequently, ‘the undersigned issued Order No. 10, an initial- determination
finding these seven Respondents in default. On August 27, 2007, the Commission issued a notice
not to review the initial determination.

On July 2, 3007 , JK Sucralose filed a motion to intervene as a Respondent in this
investigation. On Juiy 25, 2007, the undersigned issued Order No. 7, an initial determination
granting the motion to intervene. On Auguét 15 ,2007, the Commission issuéd anotice notto review
the initial determination.

 On June 12,2007, certain Respondents filed a motion to terminate the investigation as to the

2 See Notice of Investigation, 72 Fed. Reg. 26,645 (May 10, 2007).
3 See Correction, 72 Fed. Reg. 27,848 (May 17, 2007)
4 See Order No. 3 (June 13, 2007).



‘463, ‘969, and ‘551 patents based on a lack of jurisdiction. In the Commission’s Notice of
Investigation, the Commission stated that

some of the patents at issue may cover processes that produce chemical precursors

“or intermediates of sucralose or that recover certain chemical catalysts from the

synthesis. In instituting this investigation, the Commission has not made any

determination as to the scope of 35 U.S.C. 1337(a)(1)(B)(ii) or whether

337(a)(1)(B)(ii) is sufficiently broad as to encompass such processes. Accordingly,

the presiding administrative law judge may wish to consider these fundamental issues

at an early date. Any such decision should be issued in the form of an initial

determination (ID) under Rule 210.42(c), 19 CFR 210.42(c). The ID will become the

Commission’s final determination 45 days after the date of service of the ID unless

the Commission determines to review the ID. Any such review will be conducted in

accordance with Commission Rules 210.43, 210.44 and 21045, 19 CFR 210.43,

210.44, and 210.45.°
On August 8, 2007, the undersigned issued Order No. 11, an initial determination denying the
motion to terminate. On September 24, 2007, the Commission issued a notice to review and vacate
the initial determination.5 On October 1, 2007, the undersigned issued Order No. 22 directing the
parties to respond to the issues raised in the Commission’s Notice in the parties’ pre-hearing and
post-hearing briefs. These issues, which were raised by the Commissioh, will be addressed in further
detail below.

On June 6, 2007, Respondent Profood filed a motion to terminate the investigation based on
a consent order. On August 9, 2007, the undersigned issued Order No. 12, an initial determination
granting the motion. On August 30, 2007, the Commission issued a notice not to review the initial
determination.

 On July 10, 2007, certain Respondents filed a motion for summary determination that there

is no domestic industry as the ‘463 patent. On August 16, 2007, the undersignéd issued Order No.

5 See 72 Fed. Reg. 26,645.
8 See Commission Notice at 2-3 (September 24, 2007)

5



15, de’riying the mbtion.

On August 17, 2007, Tate & Lyle filed a moﬁon to amend the complaint and notice of
investigation by adding an additional respondent, Heartland Sweeteners, LLC (“Heartland
Sweeteners”). On September 7, 2007, the undersigned issued Order No. 17, an initial determination
granting the motion. On October 3, 2007, the Commission issued a notice not to review the initial
determination. On September 17, 2007, Heartland Sweeteners filed a request for clarification of
Order No. 17. On October 1, 2007, the undersigned issued Order No. 21 regarding clarification of
Order No. 17. |

'On September 25, 2007, Tate & Lyle filed a motion to exfend the procedural schedule and
target date by five months. On October 2, 2007, the undersig;led issued Ofder No. 27, an initial
| determination, granting the motion in part, extending the target date by two months, setting tﬁe
~ investigation at seventeen months; or October 10, 2008. On October 25, 2007, the Commission
issued a notice not to review the initial determination.

On October 24, 2007, Tate & Lyle filed a second ‘motion to amend’ the complaint and notice
’ofy investigation by adding claims 7-15 and 22—24 of the °463 patent to the list of claims that Tate &
Lyle b'élieve are infringed by Respondents Changzhou Niutang, GDFII, Hebei Sukerui and JK
Sucralose. On November 7, 2007, the undersigned issu’ed Qrder No. 32, denying the motion.

On December 4, 2007, Tate & Lyle filed a motion for partial termination of the investigation

with respect to certain patents and certain respondents. Specifically, Complainants moved to

withdraw all asserted claims of the ‘709 patent agéiinst Respondents Changzhou Niutang, GDFII,

Hebei Sukerui, Heartland Packaging, Heartland Sweeteners, MTC, Garuda, Forbest Trade/Forbest
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Chemical, and Forbest USA.” Complainants also moved to withdraw all asserted claims of the *435
patent with respect to Hebei Sukerui, »Forbest Chemical/Forbest Trade, Forbest USA, Heartland
Sweeteners, Heartland Packaging, and MTC.8 Complainants also made clear that the issues of
infringement as to the ‘969 patent and the ‘551 patent by JK Sucralose are now moot, Eut that
Complainants continue to allege infringement of the ‘463 patent by JK Sucralose. On December 21,
2007, the undersignéd issued Order No. 38, an initial determination granting the motion for partial
termination. On January 22, 2008, th_e Commission issued a notice not to review the initial
determination.

“ On December 28,,‘2007, Tate & Lyle filed a motion for summary determination that they
satisfy the economic prong of the domestic industry requirement of Section 337. On February 8,
2008, the undersigned issued Order No. 54, denying the motion for summary determination.

On January 11, 2008, Tate & Lyle filed a motion for termination of the investigation with |
respect to Respondent U.S. Niutang with respect to the ‘709 patent, as U.S. Niutang was
inadvertently not included in the previous moﬁon to terminate. On J anuary 14,2008, the undersigned
issued Order No. 40, an initial determination granting the motion for partial termination. On June
12, 2008, the Commission issued a notice not to reiliew the initial determination.

On January 15, 2008, certain Respondents filed a motion for summary determination of non-
infringement of the’ ‘969 patenf and the ‘551 patent. On February 7, 2008, thé undersigned issued

Order No. 51, denying the motion for summary determination.

- 7 Complainants made clear, however, that they continue to proceed with allegations of

infringement of the 709 patent with respect to the defaulted and non-participating Respondents.

8 Complainants made clear, however, that they continue to proceed with allegations of
infringement of the ‘435 patent with respect to the defaulted and non-participating Respondents.
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On January 15, 2008, Tate & Lyle filed a motion for summary determination of importation
by Respondents. On February 8, 2008, the undersigned issued Order No. 55, denying the motion for
summary determination.

On January 22, 2008, Tate & Lyle filed a motion for a presumption that the Niutang and
GDFII Respondents infringe the ‘969 and ‘551 patents. On February 7, 2008, the undersigned issued
Order No. 52, denying the motion for a presumption.

' On January 25, 2008, certain Respondents filed a joint motion to preclude reliance on late
produced documents by Tate & Lyle. On February 4, 2008, the undersigned issued Order No. 48,
granting the motion and ruled that “Complainants inay notrely on any test results that were produced
after December 3, 2007 and also many not rely on any documents produced after December 17,
2007.” On February 8, 2008, Tate & Lyle filed a motion for reconsideration of Orders 46-48 and
-arequest for clarification of Orders 46-48. On February 11, 2008, the undersigned issued Order No.
56, denying the motion for reconsideration and clarifying Orders 46-48. In Order No. 56, the
undersigned stated that

When referring to “any test results” the undersigned is not limiting that category to

actual testing that was conducted after December 3, 2007 because of Complainants’

own representation that they would produce “all test results considered or relied on

by Tate & Lyle’s testifying experts, whether they are positive to Complainants’

contentions or not, and all iterations of these same tests performed on the same

samples, in conjunction with the November 30, 2007 date set for the production of

initial expert reports.” Furthermore, whether or not Respondents asked for certain

documents after the fact discovery cutoff or used such documents during certain

depositions, is irrelevant and they are hereby excluded. As such, the undersigned

does not want any witness statement or deposition designation to refer to any of these
excluded documents.'®

? See Order No. 33 at 3 (November 26, 2007).
1° See Order No. 56 at 3 (February 11, 2008).
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The above ruling has been the subject of much dispute between the parties. As such, Tate & Lyle has
submitted a number of exhibits, including documents and witness statements,"" as an offer of proof
which were labeled as exhibits in this investigation, but not admitted into evidence. Similarly,
Réspondents have also submitted a number of exhibits, including documents and witness
statements," as an offer of proof which were labeled as exhibits in this investigation, but not
admitted into evidence.

The parties have stipulafed as to certain material facts.”* Particular stipulated facts that are
relevant to this Initial Determination are cited accordingly.

An evidentiary hearing on liability was conducted before the undersigned from February 21-
29, 2008. In support of its case-in-chief and rebuttal case, Tate & Lyle called the following
witnesses:

o ~ Austin J. Maguire (President of Tate & Lyle Sucralose, Inc.)";

) Dr. Marvin Hayenga (Tate & Lyle’s expert on domestic industry)'®;

® Dr. Ware Flora (Tate & Lyle’s Associate Director of Analyncal Research &

~ Development)'é;
® Rev. Robert Walkup (inventor of the ‘463 patent)'’;

. Nicholas Blank [ 1%
® Fan Wu (Senior Scientist in the Analytical Research Department of Ciba Specialty

' For example, see CX-614-C-P (Maguire Direct Proffered),CX-622C-P (Hayenga Direct
Proffered) CX-616C-P (Flora Direct) Proffered, CX-62 1C-P (Crich Direct Proffered), CX-617C-P
(Sands Direct Proffered); CX-618C-P (Hand Direct Proffered).

12 For example, see RX-216-C-P (M Wang Direct Proffered); RX-218C-P (JJ Wu Direct
. Proffered).

B See JX-65C, Joint Stipulation regarding importation.

1 CX-614C-R (Maguire Direct).

15 CX-622C-R (Hayenga Direct).

16 CX-616C-R (Flora Direct).

7 CX-620C (Walkup Direct); CRX-57C (Walkup Rebuttal)

18 CX-615C-R (Blank Direct).



Chf:.-:mlcz:\ls)19
Dr. David Crich (Tate & Lyle’s expert)™;
Dr. John Sands (Tate & Lyle’s expert)®;

~Dr. John Hand (Senior Staff Scientist II at Ciba Specialty Chemicals & Expert

Services)?; and (
Jim Wiley (Tate & Lyle’s Director of Process Technology).?

In support of its case-in-chief and rebuttal case, Respondents called the following witnesses:

Joseph St. Laurent (JK Sucralose’s expert witness and President of Chemic
Laboratories)?;

" Dr. Baker (Sukerui’s and Forbests’ expert witness)®;

Dr. Hanessian (JK Sucralose’s expert witness)®;

Mantang Wang (Sukerui’s Chairman of the Board)”’;

Junjing Wu(Sukerui’s Deputy General Manager)?;

Guangli Wu (Sukerui’s General Manager)”;

Lijun An (JK Sucralose’s CEO and Forbest’s Chalrm:cm)30

Jinshan Wu (JK Sucralose’s Deputy General Manager)®’;

Chunrong Li (GDFII’s Deputy Director & L&P General Manager 22,

Dr. Sanyong Wang (GDFII’s Director & L&P’s Chairman of the Board)®;
Dr. Bertram Fraser-Reid (Niutang and GDFII’s expert witness)™;

Dr. Ca Yai (Niutang’s Vice President of R&D)*;

1 CX-611C (F. Wu Direct).
20 CX-621C-R (Crich Dlrect), CX-621C-8 (Crich Supplemental Direct); CRX-56C (Crich

Rebuttal).

21 CX-617C-R (Sands Direct); CRX-55C-R (Sands Rebuttal).
% CX-618C-R (Hand Direct).
2 CX-619C (Wiley Direct); CRX-58C (Wiley Rebuttal). :
# RX-702C (St. Laurent Direct); RX-702SC (St. Laurent Supplemental).
% RX-219C (Baker Direct); RX-641C-R (Baker Rebuttal).
26 RX-703C (Hanessian Direct); RX-703SC (Hanessmn Supplemental).
2TRX-216C-R (M. Wang Direct).
2 RX-218C-R (JJ Wu Direct); RX-642C (JJ Wu Rebuttal).
P RX-643C (G. Wu Rebutta.l)
3 RX-701C-C (An Direct).
3 RX-700C (JS Wu Direct). |
2 RX-563C (Li Direct); RX-830C-R (Li Rebuttal).
3 RX-562C (8. Wang Direct); RX-832C (S. Wang Rebuttal).
3 RX-561C (Fraser-Reid Direct); RX-828C (Fraser-Reid Rebuttal).
3 RX-564C (Yai Direct); RX-831C-R (Yai Rebuttal).
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® Profeésor Tian (Professor at Nanjing University)*; ~

®  Dr. Eric Walters (Niutang and GDFII’s expert witness)*’; and

. Teodor Gelov (Heartland’s President).*®
In addition, various deposition testimony was feceived into evidence in lieu of direct witness
statements or live testimony.

After the heaﬁng, post-hearing briefs and reply briefs, togethér with proposed ﬁndings of
fact, cohclusions of law and rebuttals to the same, were filed on March 14, 2008 and March 24,
2008, respectively.”

On May 27, 2008, the undersigned issued Order No. 58, an iniﬁal determination extending
the target date by three months to twenty moriths, or January 12, 2009. On June 20, 2008, the
Commission issued a notice not to review the initial determination.

On August 6, 2008, the undersigned issued Order No. 59, an initial determination extending
the target date by seven days to January 21, 2009. That 6rder also required Complainants to resubmit
their Vpost-triakl brief, and post-trial reply brief, which Were both re-filed on August 13, 2008.

B. The Parties | |

| | 1. Complainants
Complainant Tate & Lyle Technology Limited is a United Kingdom corporation with its

| principal place of business at Sugar Quay, Lower Thames Street, London EC3R 6DQ, United

Kingdom. Tate & Lyle Technology Limited is the owner of the asserted patents. Complainant Tate

36 RX-833C-R (Tian Rebuttal).

3 RX-829C (Walters Rebuttal).

3 RX-844C (Gelov Rebuttal).

¥ On March 25, 2008, Staff filed a motion (604 090) for leave to file its ob_]ectlons and
rebuttal findings to Complainants’ and Respondents’ Proposed Findings of Fact one day late due to
electronic filing problems, which is hereby granted.
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& Lyle Sucralose, Inc. is a Delaware corporation with its prinﬁipal place of business at 2200 East
Eldorado Street, Decatur, Illinois. Tate & Lyle Sucralose, Inc. Is a licensee of the asserted patents
and manufactures sucralose at a plant in McIntosh, Alabama.
2. Respondents
a.  Manufacturing Respondents
| (1)  Changzhou Niuting Chemical Plant Co.
Changzhou Niutang Chemical Plant Co. (“Niutang Changzhou”) is a Chinese corporation
with its principal place of business at No. 51 Yanzhang Road, Niutang Town, Changzhong, Jiangsu,
People’s Republic of China.

) Guangdong Food Industry Institute and L&P Food
Ingredient Co., Ltd.

Gﬁangdong Food Industry Institute (“GDFII”) is a Chinese corporation with a principal place
of business at No. 146'Xingang Dong Road, Guangzhou, Guangdong, People’s Republic of China.
L&P Food Ingredient Co., Ltd. has been identified as GDFII’s sucralose manufacturing arm and has
the same principal place of business. |

(3)  Hebei Sukerui Science and Technology Co., Ltd.

Hebei Sukerui Science and Tecimology Co., Ltd. (“Hebei Sukerui”) is a Chinése
corporation with its’ principal place of business at Industrial Park of Zengcheng Town, Gaocheng
City,‘Hebei, People’s Republic of China. | |

| 4) JK Sucralose, Inc.

~ JK Sucralose, Inc. (“JK Sucralose”) is a Chinese corporation with its pxincipal place co’f
businesé at No. 118 Renmiﬁg East Rd., SheAyang‘County, Jiangsu 224300, People’s Republic of

China.
12



b. Other Participating Respondents

(1)  Beijing Forbest Chemical Co, Ltd. and Beumg Forbest
Trade Co., Ltd.

Beij ing Forbest Chemical Co, Ltd. (“Forbest Chemical”) and Beijing Forbest Trade Co., Ltd.
(“Forbest Trade”) are the same company that use both names. Forbest Chemical/Forbest Trade fs a
Chinese corporaﬁon’with its principal place of business at Room 2 1801, Building 2, Yard 3, District
l,yFangqunyuan, Fangzhuang, Fengtai District, Beijing 100078, People’s Republic of China.
| | (2)  Forbest International USA, LLC

Forbest intgmational USA, LLC (“Forbest USA”) is a New Jersey limited liability comf)any
with its principal place of business at 131 Fieldcrest Avenue, Suite B, Edison, New Jersey 08873.
Forbest USA shares common ownership interests with Forbest Chemical/Forbest Trade.

(3) U.S. Niutang Chemical, Inc.
U.S. Niutané Chemical, Inc. (“Niutang USA”) is a California corporation with its principal
_ place of business at 2913 Saturn Street, Unit G, Brea, Califonﬁa 92821 . Niutang USA is asubsidiary
of Niutang Changzhou.
| (4)' Garuda International, Inc.
- Garuda International, Inc. (“Garuda”) is a California corporation with its principal place of
business at 180 West Chestnut Avenue, Exeter, California 93211.

(5) Heartland Packaging Corporation and Heartland
Sweeteners, LLC

Heartland Packaging Corporation (“Heartland Packaging”) is an Indiana corporation with
its principal place of business at 14300 Clay Terrace Boulevard, Suite 249; Carmel, Indiana 46032.

Heartland Sweeteners, LLC (“Heartland Sweeteners”) is an Indiana corporation with its principal
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place of business at 14300 Clay Terrace Boulevard, Suite 249, Carmel, Indiana 46032. [
1

(6) MTCIndustries, Inc. and Nantong Melecular Technology
Co., Ltd.

MTC Industries, Inc. (“MTC”) is New York corporation with its principal place of business
af 41 Mercedes Way, Unit 21, Edgewood, New York 1171 7. Nantong Molecular Technology' Co.,
Ltd. (“Nantong MTC”) is a Chinese corporation with its orincipal place oi" business at No. 15,
F uxing Road, Economic and chhnological Development Zone, Nantong, Jiangsu Province, People’s
Reoublic of China.

c. Noh-participating Respondents
(1) AIDP, Inc.

AIDP, Inc. (“AIDP”) is a California corporation with its principal place of business in City

of Industry, California.*’ |
| @ CJ America, Inc.

CJ America, Inc. (“C.f America”) is a California corporation with its principal place of

business in Los Angeles, California."
3 : Fortune Bridge Co., Inc.
Fortune Bridge Co., Inc. (“Fortune Bridge™) is a New York corporation with its principal

place of business in Elmont, New York.”

% See Complaint, § 19.
M See Complaint, 7 40.
2 See Complaint,  44.
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4y . ‘Nu-Scaan Nutraceuticals, Ltd.

Nu-Scaan Nutracéuticals, Ltd. (“Nu-Scaan”)is a company organized and existing under the
laws of the United Kingdom with its principal place of business at Waterside House, Waterside,
Macclesfield, Cheshire, SK11 7HG, United Kingdom.®

)] ProFood International, Inc.
i ProFood International, Inc. (“ProFood™) is an Illinois corporation with its principal place of
business in Naperville, Illinois.**
(6) - Vivion, Inc.

Vivion, Inc. (“Vivion™) is a California corporation with its principal place of business in San

Call'los, Califorﬁia s
d. | Defaulted Respondents
(1)  Gremount International Co., Ltd.

Gremount International Co., Ltd. (‘fGremount”) is a Chinese corporation with its prinCipal
place of business at Room 2107, Plaza A, FreetoWn Center, No. 58, South Road Dongsanhuan,
Chaoyang Dlstnct, Beijing 100022, People s Republic of China.

2) Hebei Province Chemical Industry Academe and Hebei
Research Institute of Chemical Industry

Hebei Province Chemical Industry Academe (“Hebei Academe”) is a Chinese corporation
with its principal place of business at No. 18, Jianhua South Street, Shijiazhuang City, Hebei

Province 050031, People’s Republic of China. Hebei Research Institute of Chemical Industry

# See Complaint, § 88.

“ See Complaint, 7 91.

% See Complaint, §99. On September 19, 2008, Vivion filed a motion (604- -091) to extend
the time to file a response to the Complaint, which is hereby granted.
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(“Hebei Research”) is a Chinese corporation with the same principal place of business.
‘(3) : Lianyungéng Natiprol (Int’l) Co., Ltd.

Lianyungang Natiprol (Int’]) Co., Ltd. (“Natiprol”) is a Chinese corporation with its principal
plabe of business at 17/F, Building A, Longhe Mansion, No. 6, Cangwu Road, Xinpu, Lianyungang,
Jiangsu, 222006, People’s Republic of China.

| (4)  Ruland Chemistry Co., Ltd.

Ruland Chemistry Co., Ltd. (“Ruland”) is a Chinese corporation with its principal place of
‘ busihess at Rm. 1201 Heping Mansion, No. 22 East Beijing Road, Nanjing 210018, Péople’s
Republic of China.

(3)  Shanghai Aurisco International

Shanghai Aurisco International (“Shanghai Aurisco”) is a Chinese corporation with its
principal place of business at 1603, 3 Building, 1555 North Kaixuan Road, Shanghai, 200063,
People’s Republic of China.

(6)  Zhongjin Pharmaceutical (Hong Kong) Co., Ltd.

Zhongjin Pharmaceutical (Hong Kong) Co., Ltd. (“Zhongjin™) is a Chinese cbrporation with
its principal piaée of business at Rm. B 12/F Wing On Cheong Bldg., 5 Wing Lok St., Centlfa], Hong

Kong.
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C. ; ',O#erview of the Technology

At issue in this investigation are the manufacturing processes used in the commercial
manufacture of sucfalose. Sucralose is an arﬁﬁcial sweetener that is produced from the chemical
conversion of sucrose, i.e. table sugar, shown below in Figure CDX»I.Z, by substituting three .

spéciﬁc hydroxyl (—~OH) groups with chlorine (—Cl) atoms.

Sucrose has 8 hydrowyl {GH) groups

Frstratiue perees onty]

The chemical formula for sucraloseis known at 4,1',6'-trichloro-4,1',6'-trideoxygalactosucrose, which

is represented below in Figure CDX-1.4:

Sucralose has chlarine {33 gtoms at the 4, 1’ & & positions

Flhusteative purpases only]
Sucralosé was discovered in 1976 by Dr. Leslie Hough, an organic chemist at King’s College
London. Dr. Hough discovered that, when three of the eight hydroxyl (-OH) groups in ordinary table

sugar are replaced with chlorine atoms, the resulting compound is 600 times sweeter than sugar.
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The overall précess of manufacturing sucralose involves many sieps but can be grouped into
four phases inclﬁdjng protection, chlorinatiﬁn, deprotection, and purification.

The first step, ‘protection, is necessary to prevent the chlorination of five of the eight hydroxyl
(—-OH) groups. Oﬁe such way to protect the five hydroxyl (—OH) groups is to substitute these
hydroxyl (OH) groups with an ester group that is not subject to chlorination, which was the subject
of U.S; Patent No. 4.362,869 (“the ‘869 patenf”), also referred to as the “penta-ester route.” An
alternative to the penta-ester route was developed by Khazar Mufti é.nd Elner Rathbone, which is
illustrated in U.S. Patent No. 4,380,476 (“the Mufti ‘476 patent”) and U.S. Patent No. 4,61 7,269
(“the Rathbone ‘269 patent”) by using a sucrose mono-ester intermediate, which is much easier to
form than a penta-ester. In Mufti and Rathbone, an acid chloride is mixed with a tertiary amide (such
as dimeﬂlylfoﬁnamide or “DMF™), to form a Vilsmeier salt, such as chloroformiminium chloride
salt. ’Ihé solid ch]orofonniniiniuxh salt is then combined with the sucrose-6-ester in DMF and heated
to bring about the three desired chlorinations. The use ofa solid chloroformiminium salt, however,
is undesirable for large-scale prodﬁction because it is cost-intensive, material-intensive, and
equipment-intensive. In the ‘463 patent; a simplified mono-ester route is utilized by the formation
of chloroformiminium chloride by reacting a tertiary amide (such as DMF); and an acid chloride
(such as phosgene; which is COCIl,, or thionyl éhloride).

Anotﬁer protection method is disclosed in the ‘969 patent which teéches reacting sugar with
a specific tin-containing catalysf in solution, dehydrating the mixturé, and treating it with another
chemical (a darbOXylic acid anhydn'de) under‘rgaction conditions appropriate to form the ester-
protected sugar molecule. One method of practi;ing the ‘969 patent invplves dissolving sugar and

the tin-containing catalyst (a distannoxane diester or “DSDE”) in a polar aprotic solvent, such as
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DMF. This solutim‘lis dehydrated and th¢n treated with a carboxylic acid anhydride (such as acetic
anhydride or benzoic anhydride) to form a reaction mixture that includes the ester-protected sugar
‘molecule, called a éucrose—6-ester. |

The “551 patent discloses a process for extracting a tin-containing compound, DSDE, from
areaction mixture containing DSDE; an ester-protected sugar molecule (sucrose-6-ester), and a polar
aprotic solvent, such as DMF. The extracted DSDE (;an be re-used in sucralose processing.

The “709 patent discloses a method for removing the ester group from a trichlorinated
‘sucrose-6-ester molecule. This patent describes the third step of sucralose production, or
deprotection, where the protected groups are deprotected, or de-esterfied, with regeneration of the
original hydroxyl (—OH) groups. |

The ‘4335 patent discloses a method to remove impurities, which is the ﬁnal step in sucralose
production, referred to as purification. |

D. | The Patents at Issue

| 1.  The ‘463 Patent

The ‘463 patent is entitled “Sucrose-6-ester Chlorination” which was fssued on December
25,1990, based on Application No. 382,147 filed on July 18, 1989. The named inventors are Robert
E. Walkup, Juan L. Navia, and Nicholas M. Vernon, and the patent was assigned to Noramco, Inc.

Tate & Lyle Technology is the current owner of the ‘463 patent by assignment. The ‘463 patent has
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a total of 24 claims. vOne independent claim, claim 1,% is at issue here. Dependent claims 2, 3, 16,
17 and 18 are also at issue here.”
2. The ‘969 Patent
The ‘969 patent is entitled “Catalyzed Sucrose-6-ester Process” which was issued on
November 28, 1 995, based on Application No. 237,947, filed on May 2, 1994. The named inventors
are George H. Sankey, Nicholas M. Vernon, and Robert E. Wingard, Jr. and the patent was assigned
to McNeil-PPC, Inc. Tate & Lyle Technology is the current owner of the ‘969 patent by assignment.
‘The ‘969 patent has a total of 40 claims. One independent claim, claim 20, is at issue here.
Dependent claims 21-26, 28 and 29 are also at issue here.*
3. The ‘551 Patent
The 551 patent is entitled “Process for Recovery of Organotin Esters from Reaction
Mixtures Cohtaining the Same and Re-use of the Recovered Organotin Compouhds” which was
issued on July 23, 1991, based on Application No. 512,690, filed on April 23, 990. The named
inventors are Nicholas M Vémon and Robert E. Walkup and the patent was assigned to Noramco, -
Inc. Tate & Lyle Technology is the current owner of the ‘551 patent by assignment. The ‘551 patent
'has a total of 30 claims. One independent claim, claim 1, is at issue here. ’Dependvent claims 2-4

and 11-22 are also at issue here.*

* On September 15, 1992, a Certificate of Correction was issued to correct a typographical
“errorin Claim 1. - ' ,

47 See JX-1 (“the ‘463 patent™) and JX-6 (“the ‘463 prosecution history™).

* See JX-3 (“the “969 patent”) and JX-8 and JX-9 (“the “969 prosecution history”).

# See JX-2 (“the *551 patent™) and JX-7 (“the 551 prosecution history™).
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4.  The “709 Patent
Thé “709 patent is entitled “Production of Sucralose without Intermediate Isolation of /
Crystalline Sucralose-6-ester” which was issued on March 12, 1996, based on Application No.
448,710, ﬁledbon May 24; 1995. The named inventors are Juan L. Navia, Robert E. Walkup,
Nicholas M. Vemon, and David S. Neiditch and th¢ patent was assigned to McNeil-PPC, Inc. Tate
& Lyle Technology is the current owner of the ‘709 patent by assignment. The ‘709 patent has a
total of 15 claims. One‘i'ndependent claim, claim 8, is at issue here. Dependent ciaims 9 and 13 are
also at issue here.:”"
5. The *435 Patent
The ‘435 patent is entitled “Extractive Methods for Pun'fyihg Sucralose” which was issued
‘on May 23, 2006, based on Application No. 1’0/092,715, filed on March 8, 2002. The named
inventors are Steven J. Catani, Nicholas M. Vernon, David Saul Neiditch, James Edwin Wiley, Jr.,
and Edward Micinski and the patent was assigned to Tate & Lyle Public Limited Company.‘Tate &
Lyle Technology’is the current owner of the ‘435 patent by assignment. The ‘435 patent has a total
of 38 claims. One independent claim, claim 1, is at issue here.”! |
E. The ’Products at Iséue
Tate & L&lé produces sucraloée under the trademark SPLENDA®, which is a non-calorie
sweetener that is sold to manufacturers of foods, beverages, and pharmaceuticals, as well as to
consumers as a tabletop prodilct. Respondents also sell sucralose under various generic and private

label names.

% See JX-4 (“the 709 patent™) and JX-10 (“the *709 prosecution history™).
3! See JX-5 (“the ‘435 patent”) and JX-11 (“the *435 prosecution history™).
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II.  Jurisdiction and Importation

Section 337 confers subject mﬁtter 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 of articles into the United States. In order to have the power to decide
a case, a court or agency must have both sixbject matter jurisdiction, and jurisdiction over either the
parties or the property involved.* |

A.  Subject Matter Jurisdiction

L Introduction |

The complaini alleges that Respondents have violated Subsection 337(a)(1)(A) and (B) in
the importation and sale of products that infringe ihe asserted pateﬁts. 19 U.8.C. § 337(a)(1)(B)(ii)
states: |

(@ Unfair methods of competition declared unlawful.

(1) -Subject to paragraph (2), the following ére unlawful, and when found by the
Commission to exist shall be dealt with, in addition to any other provision of

law, as provided in this section:

[..]

(B)  Theimportation into the United States, the sale for importation, or the
' sale within the United States after importation by the owner, importer,
or consignee, of articles that--

[.-]

(ii)  are made, produced, processed, or mined under, or by means
of, a process covered by the claims of avalid and enforceable
United States patent.

52 19 U.S.C. § 1337; also see Certain Steel Rod Treating Apparatus and Components
Thereof, Inv. No. 337-TA-97, Comnnssxon Memorandum Opinion, 215 U.S.P.Q. 229, 231 (1981)
(“Steel Rod”). ‘ :
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While Respondents admit that they have imported sucralose into the United States, they allege that
three of the asserted patents do not cover sucralose per se. Rather, two of the patents at issue cover
processes that produce chemical precursors or intermediates of sucralose (i.e., the ‘463 and ‘969
patents), while the other patent deals with the recovery of certain chemical catalysts from the
synthesis of sucralose (the 551 patent). When instituting this investigation, the Commission
specifically stated that it had not made any determination as to the scope of 35 US.C.
1337(a)(1)(B)(ii) or whether 337(a)(1)(B)(ii) is sufficiently broad as to encompass such processes.
The relevant question is what the covered “article” is in this investigation. A review of the
procedural history of the treatment of this issue in this proceeding is appropriate before a
determination on this matter is made.
2. Background and Discussion
a. _ Respondents’ Motion

In the Notice of Investigation, the Commission stated that:

[S]ome of the patents at issue may cover processes that produce chemical precursors

or intermediates of sucralose or that recover certain chemical catalysts from the

synthesis. In instituting this investigation, the Commission has not made any

determination as to the scope of 35 U.S.C. § 1337(a)(1)(B)(ii) or whether [that

provision] is sufficiently broad as to encompass such processes. Accordingly, the

presiding administrative law judge may wish to consider these fundamental issues at

an early date. Any such decision should be issued in the form of an initial decision

(ID) under Rule 210.42(c), 19 C.F.R. § 210.42(c).... **

On June 12, 2007, Respondents Changzhou Kneading Chemical Plant Co., Ltd., U.S.
Kneading Chemical, Inc., Garuda International, Inc., Guangdong Food Industry Institute, and L&P

Food Ingredient Co., Ltd. (collectively “Respondents”) filed a motion to terminate the investigation

53 See 72 Fed. Reg. 26,645.
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a§ to the ‘463, ‘969, and ‘551 patents. On june 15, 2007, Respondents Hebei Sukerui Science and
Technology Co., Ltd., B,eijing Forbest Trade Co., Ltd., Beijing’ Forbest Chemical Co., Ltd., and
Forbest Mtemétional USA,‘LLC filed a notice of joinder of Respondents’ motion to terminate. On-
June 18,2007, Respbndents MTC Industries, Inc., and Nantong Molecular Technology Co., Ltd. also
fileda notiée of joinder of Respondehté’ motion to terminate. On June 22, 2007, Cornplkainants filed
an opposition to the motion. On June 22,2007, Staff filed a response in partial support of the motion.
No other responses Were received.

OnlJ ﬁne 27, 2007, Complainants filed a ﬁmtion for leave to reply and a reply to the Staff’s
response. On July 3, 2007, the Staff filed an opposiﬁon to Complainants’ motion for leave to reply.
On July 5, 2007, Réspondents moved to reply and replied to Complainants’ Response and Reply.
On July 6, 2007, Complainants moved again for leave to reply and certified that they had raised its
- reply with both Respondents and the Staff. The undersigﬁed granted Respondents Changzhou

Kneading Chemical Plant Co., Ltd., U.S. Kneading Chemical, Inc., Garuda International, Inc.,

Guangdong Food Industry Institﬁte, and L&PF ood‘ Ingredient Co., Ltd.’s Motion for Leave to Reply

to Complajhantsf Opposition and Reply Submissions Regarding Respondents” Motion to Terminate

Investigation as to the *463, ‘969, and “551 Patents and Complainants’ Motion for Leave to Reply

to the Staff’s Response to Respondents’ Motion to Terminate Investigation as to the ‘463, ‘969, and
*551 Patents. |
b. ‘, Order No. 11

In response to Respondents’ vmotion, the'undersigned issued Order No. 11.** In that ‘orde’r,

the undersigned noted that Respondents’ Motion addressed the issues raised by the Commission in

54 See Order No. 11 (August 8, 2007).
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, the Noﬁce of Invasﬁgaﬁon. Respondents argued that‘ (l) there ‘is no unfair act under §
337(a)(1)(B)(ii) because the ‘463, ‘969, and ‘551 patents are directed toward intermediate
compounds of the imported article and the recovery of a catalyst used in the production of the
imported article, and (2) the Commission does not have jurisdiction over the relief sought by Tate
& Lyle nor should it seek kto expand its Jurisdiction to include such relief. -

Complainants argued that Respondents’ Motion should be denied for three reasons: (1) that
the processes claimed in the ‘463, ‘969, and 551 patents are directed toward fhe manufacture of the
imported end product sucralose; (2) that the accused end product need not be claimed in a process
patent and (3) that Respondents import the intermediate compoﬁnds. Complainémts further argue
that the Commission shoula assume jurisdiction because subject matter jurisdiction is intertwined
with the merits of its case and public policy favors such an vassumption.k

The Staff argued that the Comnﬁssion should apply a “nexus” test to determine whether
processes for the 4production of intermediate compounds and the recovery of catalysts fall within the
scope of § 337(a)(1)(B)(ii). Specifically, the Staff Argued tha‘tkthere must be a nexus between the
" unfair act and the importation. As applied here, the Staff argued thai there is a sufficient nexus
between the processes claimed in the ‘463 and ‘969 patents such that they fall within the scope of
Section 337, but that the nexus between the ‘551 patent and the imported sucralose is insufficient
and falls outside the scope of Section 337.

Respondehts argued that the investigation should be terminated as to the ‘463, ¢ 969, and ‘551
patents because theSe patents are directed to processes for producing intermediates of sucralose or
for the extraction of a catalyst used’in the production of sucralose. Since these process patents do

not directly result in sucralose, Respondents argued that there can be no unfair act. The reason,
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Respondents arglled, is that the statute “only applies to ‘articles’ that are actually imported and/or
‘sold inthe U.S.” and does not co?er intermediate compounds or processes creating such compounds.
Respondents focused on the meaning of “article” in the statute and argue that the intermediate
| products that the processes in ‘463, ‘969, and ‘551 patents produce are not the “articles” imported
for sale, ie. sucralose.

In the alternative, Respondents argued that the Commission should not expand the scope of
Section 337 to include “intermediates” and that any relief with respect to the ‘463, ‘969, and “551
patents is outside the scope of the Commission’s jurisdiction and authority. Respondents argued that
its limited inferpretation of the statute is supported by public policy and would avoid absurd results.
Speciﬁeally, Respondents argue that ifthe Commission were te include “intennediateé” in the scope
of Section 337, then there is no logical stopping point as to how far back the chain of “interﬁlediates”
could potentially extend. A clear line is established if the scope of Section 337 is limited to only a
process for making the final product actually imported in the United States. Respondents further
argue that iﬁ light of the Supreme Court’s decision in Microsoft,” the Commission’s interpretation
of Section 337 should be such that its extraterritorial effect is limited, i.e. the Commission should
not extend its jurisdiction to include processes that create intermediates Or Precursors or processes
that recover catalysts.

Complainants opposed Respondents’ Motion arguing that the processes claimed in the ‘463,
‘969, and ‘551 patents are within the scope of Section 337. Tate & Lyle argue that Section 337 only
requires that the imported article be “made, produced, processed, or mined under, or by means of,

a process covered by” the asserted claims of the patent. The plain language of the statute “does not

35 Microsoft Corp. v. AT&T Corp., 550 U.S. -, 127 S. Ct. 1746 (2007) (“Microsoft”).
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state that the’ accused article must result directly from th¢ pateﬁted process without further
steps...nothing in fhe language of Section 337 limits its coverage only to products expressly recited
in the claims of the asserted patents.” Complainants a:rgﬁed that the ‘463, ‘969, and ‘551 patents are
directed to a process for producing sucralose, noting that the speciﬁcations for each of the patents
describes the overall process for making sucralose and the manner in which the claimed process fits
within this manufacturing effort. As such, Compléi;iants argued that because Respondents’
sﬁcralose is manufactured using the processes ciaimed in the assérted patents, then tfle Commiésion
has jurisdiction to investigate violations of the claims in these process patents.
Complaiﬁants further argued that Respondents’ Motion should be denied because Federal
Circuit and Commission precedent recognize that an end product need not be claimed in a process
patent for the Commission to have jurisdiction Complainants cited the Federal Circuit’s decision
Bio-Technology General Corp v. Genem‘ech“ to support their argument, noting that the Federal
Circuit held that jurisdiction over the accused product was proper, even though that product was not
recited in the asserted process claim. Complainants also cited Commission investi gations that show
| that importing end ’pmducts made by or-under claimed intermediate procésses resulted in violation
determinations and issuance of exclusion orders. Complainants argued that such precedents show
that the Commission has jun'sdiction over patents that claim a process for producing an intermediate
product used m the broduction of the accused end product.
| Complainants fhen argued that there was a genuine issue of fact that precluded the

undersigned from granting Respondents” Motion. Specifically, Complainants argued that

56 Bio-Technology Gen. Corp. v. Genentech, Inc., 80 F.3d 1553 (Fed. Cir. 1996)
(“Bio-Technology”).
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Respondents imported the intermediate compounds claimed in the the ‘463 and ‘551 patents, namely
mixtures of sucralose and 6',4,1'-trichloro-sucrose-6-ester and mixtures of sucralose and tin
compounds. Complainants further argued that thé intermediate product claimed in the ‘463 patent
is not materially different from sucralose and may even be an equivalent for infringement purposes.

Complainants further argued that Commission should assume jurisdiction because the merits
of Complainants’ claims, namely infringement of its patents, are the same facts upon which the
Commission ﬁnds subject matter jurisdiction. Complainants argued that the issue of whether
Respondents’ imported pfoducts are “made, produced, processed by, or mined under, or by means
of, a proces# covered by” the asserted claims of the patents are material both to its infringement
claims and to establishing jurisdiction. As such, the Commission should assume jurisdiction.
Complainants further argued that public policy supports the Commission’é jurisdiction and that
expanding the scope of Section 337 to include the intermediate products of sucralose will nof lead
to “absurd fesults.” Complainants argued that Section 1337(a) was enacted to prevent precisely the
type of activity alleged in its Coinplaint ~the extraterritorial manufacfure of a product using a process
patented in the United States. Specifically, the statute was intended to protect domestic industries
by preventing entities from performing processes abroad that they could not lawfully perform in the
United States. V | |

The Staff Supported Respondegts’ motion in part and opposed it in part. The Staff agreed
with Res:pondenté in terminating the investigation with respect to the ‘551 pafent. However, the
Staff opposed the Respondents in terminating the investigation with respect to the ‘463 and ‘969
patents. The Staff based its recommendation on whether there is a “fairly close nexus” between the

process patents and the imported articles. The Staff noted that the language of the statute is
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ambiguous énd does not expressly address whether process patents that create intermediate products
of an imported end product are Mﬂﬁn fhe scope of Section 337. Howevef, the Staff found that the
legislative history of § 337(a)(1)}(B)(ii) provides guidance. The legislative history noted that a
“patentable process” is defined as “amethod of treatment of certain materials to produce a parricufar

2%

result or product...” Thus, it is argued, the legislative history supports a construction of §
337(a)(1)(BXii) thafvallows the as‘sertibn of only those process patents that have a fairly close nexus
to the imported article. |
| The Staff further noted that there has been “no instance” in the Commission’s history where
it found a viol&tion: when the asserted patent claimed only a process for making a chemical
intermediate or pfecursér of an imported end product. However, the Staff did not interpret §
337(a)(1)(B)(ii) to be directed solely to the importation of articles that are the direct end result of the
‘patented process and noted that such an interpretation is contréry to Commission precedént. As
such, in applying its nexus test, the Staff found that there is a sufficient nexus between the
intermediate compounds created in the claimed processes for the k‘463 and ‘969 patents and the
imported sucralose to warrant Commission juﬁsdiction. However, the Staff found that the
application of the same test led to an insufficient nexus between the tin catalyst created 1n the process
claimed in the ‘351 patent and thc? imported sucralose and, therefore, did not warrant Commission
jurisdiction. |
Respondents moved to reply and replied to Complainants’ Response and Complainants’
Reply. Respondents argued that the claims of the ‘463, ‘969 and ‘551 patents “should be the focus”
in determining whether these process patents fall within the scope of § 337(a)(1)(B)(ii) and that those |

claims are not directed toward the manufacture of sucralose, the focus of this investigation.
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Respondents further argued that since the complaint does not accuse Respondents of importing any
intermediate vcompounds of sucralose, then Tate & Lyle should no{’ be able to recast their
infringement and other contentions to include intermediate compounds in order té overcome a
motion to terminate.

Respondents then argued that the cases cited by Complainants are irrelevant or do not support
Complainants’ construction of Section 337. Specifically, Respondents argue that the Federal Circuit
cases cited by Complainants are irrelevant since they address 35 U.S.C. § 271(g) or the standard for
“material changé.” Accbrding to Respondents, the Commission cases cited by Complainants also
do not support complainants’ construction of Section 337 because none of those cases provide any
guidance or-address whether § 337(a)(1)(B)(ii) extends to include patented processes for making
intermediate gompOunds. Contrary to Complainants’ assertion, Respohdents argue that they do notA
import the intermediate éompounds claimed in the ‘463, ‘969 and ‘551 patents and the “evidence”
cited by Complainants fails to support Tate & Lyle’s assertion. Respondents concluded by arguing
that public policy dictates that the scope of § 337(a)(1)(B)(ii) should not be expanded.

Complainants moved to reply and replied to the Staff’s Response. Complainants disagreed
with the Staff’s proposed “nexus” test and argue that even with the application of the Staff’s “nexus”
test, the ‘551 patent would meet that test and would fall within the scope of § 337(a)(l)(B)(ii).
Complainants argued that while the Staff’s proposed “nexus” test provides guidance in determining
an appropriate remedial order, it does not necessarily define what types of patent infrihgement
constitute uniaWﬁﬂ acts under Section 337. Complainanté further argued that even in applying the
Staff’s “nexus” test, the process claimed in the ‘551 patent meets the “nexus” test proposed by the

Staff because the result or effect of these chemical processes is to produce a particular result or

30



product: sﬁéré.lose. ‘Complainants further argued that, ‘contréry to the Staff’s assertion, the complaint
speciﬁcally alleged that the Respondents imported sucralose compounds that are products of the 551
patent. vComplainants then argued that the Federal Circuit cases it cited in its response can provide
some guidance in construing Section 337 because there are similariﬁes Between the language in 35
U.S.C. § 271(g) and Section 337, and the Federal Circuit has treated the two as related statutes.
Moreover, Complainants asserted that the Commission decisions cited by it also provide guidance,
despite the arguably non-binding nature of some of the decisions.

In Order No. 11, the undersigned found that, based on the langqage of the statute and on
Congress’s intent, process patents and products created as aresult of such’ process patents, regardless
of whether they are the end product, are within the scope of § 337(a)(1)(B)(ii) when the “article” is
(1) imported and (2) “made, produced, processed, or mined under, or by means of, a process covered
by the claims of a valid and enforceable United States patent.”’

Here, the undersigned found that the imported articles need not bé the actﬁal end products
sold, namely sucralose. If the articles are (1) imported and (2) made, produced? processed or by
means of a process claimed by a valid United States patent, then such articles are within the scope
of § 337(a)(1)(B)(ii). In other words, if the intermediate products of sucralose and the catalyst used
in the production of sucralose are (1) imported and (2) made, produced or by means of the processes
claimed in the ‘46‘3;, ‘969 and/or “551 patents, then they fall within the scope of Section 337.

Therefore, the undersigned found that in order for Tate & Lyle to prove there is a violation

under Section 337 for the ‘463, ‘969 and/or ‘551 patents, it must prove (1) importation; (2)

7 19US.C. § 1337@X1)B)GEH)
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inﬁiﬁgement and (3) domestic industry for tﬁe intermediate prodﬁcts of sucralose aﬁd the catalyst
‘used in ihe production of sucralose. N
In its motion, Respondents focused on the definition of the term “article” in Section 337 and
argue that the intermediate compounds of sucralose and the catalyst used in the production of
sucralose are nét “articles” as defined by Section 337. Respondents argued that the term “article”
is defined as “an item of commerce”’or an ““article’ imported for sale,” which in this investigation
iks sucralose. The undersigned rejected that argument stating that there was nothing in the statﬁte that
required that the article be imported for sale; only that it be imported and be “made, produced
processed, or mined under, or by means of, a process covered by the claims of a» valid and
enforceable United States patent.” |
The undersigned also rejected Staff’s nexus test as linnecessary. Finaliy, because a finding
was made that there were clearly genuine issues of fact remaining, the undersigned denied
Respondents’ motion. | |
c. Commission’s September 24, 2007 Order
In the Commission’s September 24, 2007 Order (Commission Order), it notéd that the
undersigned had correctly questioned “the adequacy of the record as it then existed as to the
importation of the involved intermediates and cataiyst ahd because of the need for further
development of the factual record as to respondents’ processes and importation, the Commission
[ordered] that:
| ...The ALY’s ID is vacated in order to provide an opportunity, utilizing a complete
factual record, to address the issues raised by Changzhou’s motion, including
- whether the importation of the finished product alone (sucralose) constitute a

 violation of section 337 based on the ‘463, ‘969, and ‘551 patents, as well as issues
raised in the subject ID, including whether trace amounts of an intermediate product
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or catalyst in the imported product can be considered a violation of section 337. In
-addressing these issues, the parties and the ALJ should consider the following:

)] The amount of any subject product which has been or is currently being
imported

(b)  Whether there is a difference in effective scope between 35 U.S.C. § 271(g)
and 19 U.S.C. § 1337(a)(1)(B)(ii) and whether this question has been decided
by Kinik v. International Trade Commission, 362 F.3d 1359, 1361-63 (Fed.
Cir. 2004)

(c) The language and legislative history of 19 U.5.C.§1337(a)(1)(B)(i1) and the
language and legislative history of 19 U.S.C. § 1337(a)(1)(B)(ii) and the
language and legislative history of former section 337a (former 19 U.S.C. §
1337a). The statements in Amgen v. ITC, 902 F.2d 1532, 1536 (Fed. Cir.
1990), as to “covered” and that former section 337a was reenacted as section
1337(a)(1)(B)(ii) without a change in scope. Any special rule of statutory
interpretation that should be applied given that former section 337a was
enacted in response to In re Amtorg Trading Corp, 75 F.2d 826 (CCPA
1935). The processes and patents in Ir1 re Amtorg Trading Corp. and in Inre
Northern Pigment Co.,71 F.2d 447 (CCPA 1934), and the underlying
Commission proceedings. The processes and patents in all Commission and

- related court proceedings involving process patents and section 337 before
and after the enactment of former section 337a. '

(d)  The Supreme Court’s recent decision in Microsoft Corp. v. AT&T Corp., 550
U.S. —(2007).

(¢)  How the above cases may best be read in conjunction with each other.*®
d. The Parties’ ,Pésitions
1) Complainints
‘ Complainants assert that the Commission has jurisdiction with respect to all three of the
pateﬁts; the ‘969 patent, the ‘463 patent, and the ‘551 patent. As such, Complainants disagree that -
Respdndents’ position is correct, or that Staffs"fposition with respect. to the 551 patent is correct.

Essentially, Complainants continue to assert that the statutory language, the legislative history, and

8 Commission Order at 2.
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| ‘the various cases on this matter, as well as the facts in this case, support its position that the
Commission has jurisdiction over the three patents at issue in this portion of this Initigl
Determination.
(2) Respondents

Respondents assert that the Commission does not have jurisdiction over the three patents in
question. With respect to the ‘463 patent, they allege, among other things, that the importation of
sucralosé into the United States does not constitute a violation of Section 337 based on the ‘463
pate;ﬁt. They note that ‘1 9 U.S.C. § 1337(a)(1)(B)_(.ii) prohibits the importation into the United States |
“...of articles that are made kproduced, processed, or mined under, or by means of, a process éovered
by the claims of a valid and enforceable United States patent.” Respondents argue that Complainants
are seeking to expand the definition of an “article” under that séction to prohibit not only the
importation of an karticle or product “made...under, or by means of,...a procéss covered by the claims
oi' avalid ...patent” as the statute states, but to prohibit the importation of the article or final product
when the patent assérted in the inVestigation covers only a process to make an intemlediatevof the
final product that is sought to be excluded from importation. |

Respondents state that Complainants, by initiating this investigation, are attempting to
prevent the importatioxi Qf dry sucralose. Respondents state that for that to occur, Complainants
would have to show that the dry sucralose at issue is being “made, produced ...under, or by means
of a process chered by the claims of a valid and enforceable United States patent.” Respondeiits
argue, however,’ that the a‘rticlekcovered by the ‘463 patent is not dry sucralose, but rather 6'4,1'-
trichlorosucralose—&eéter, from which dry sucralose can be made. Respondents assert that Amgen 4

supports its position because it stands for the proposition that the patent must contain at least one
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claim defining a process for making thai article-in this case dry sucralose. Since the only asserted
indepéndent cla:im of the *463 patent describes aprocess “for the chlorination of sucrose-6;esters to
produce 6’,4,1'~trichloro-—sucrose—6~esters,f’ the ‘463 patent cannot be used as a Easis for excluding
dry sucraloSe in this Section 337 investigation.

Respondents state that Complainants distoﬁ the meaning of the word “article” by not using
its plain meaning. By init?ating this investigation, it is argued, Cqmplainants are attempting to
expand the definition of “article” to include the article itself as well as all precursor or intermediate
substances that might later be transformed into that article, no matter how removed such an
intermediate substance may be from the final product. They state that common sense dictates that
thé plain meaning of the term article cannot be stretched in such a manner to include intermediate
substances with no commeréial value.

Respondents assert that a review of the legislative history supports its position, They note that
the scope of the present § 1337(&)(1)(B)(ii), enacted in 1988, isno largerkrthaxyl the previous version
of the statute, Section 1337a. They cite Amgen,* as support for their position. Respondents also
argue that Section 1337a was enacted in direct response to the Court of Customs and Patent Appeals’
holding in Amtorg that the owner of a patented process for separating mined apatite from unusable
surrounding material could not prevent individuals from importing apatite that was separated using

“that patented procéss. The effect of that ruling, it is argued, was to reject the holding of Northern
Pigment that the owner of a patented process fof creating pigments could obtain relief to prevent the
importation of pigments made from the samé process. Respondents argue that the legislative history

of § 1337a indicates specific Congressional intent to overturn the precedent of Amtorg, and reinstate

% Amgen, 902 F.2d at 1539.
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the holding of Northern Pigmént that prote(:ted U.S. businesses from importation into the United
States of products made outside the United States by a process covered by a claim of a valid U.S.(
patent. In making this argument, Respondents reject Cdmplainants’ argument that Northern Pi gment
dealt with intermediate compounds or precursors to imported products. They also reject
Complainants’ intérpretation of more recent ITC decisions.

Respondents also argue that the “mateﬁally changed” defense under 35 U.S.C. §‘27 1(g) is
jxrelévant to this investigation. They assert that Kinik* holds that Sectibn 271(g) does not m any way
limit the ability of process o@ers to obtain relief from the U.S. International Trade Commissidn.
In addition, Respondents assert that the U.S. Supreme Court’s decision in Microsoft should not be
held to be support for a fmdiné that dry sucralose violates the ‘463 patent.

Respondents also assert that trace amounts of 6‘,4,1’-trichlorosucrose-6—esters are not
imported articles under § 1337a(a)(1)(B)(ii). They argue that such trace amounts cannot be
considered “articles” within the meaning of the statute. They also argue that Complainants’ position
is inconsistent with Microsoft and that, in any event, Complainants have no domestic industry for
’6’,4,1’-tricthrosucrose-G-esters. |

- Withrespectto the °551 pafent and the ‘969 patent ( the tin patents), Respondents incorporate
by reference their argumenis above made in response to the Commission’s Order and Order No. 22
in this proceeding.
(3)  Staff
Staff basically reiterates the position that it took with regard to Respondents’ original motion

to terminate. It believes that a nexus test is the proper way to evaluate whether the article at issue is

8 Kinik, 362 F.3d at 1662-63.
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covered by the process patent ét(issué. Applying the nexus teét, Staff beiieves that the Commission
should assert jurisdiction with respect to the ‘463 and the ‘969 patents, but should find that the ‘551
patent is outside the Commission’s jurisdictibn. | |
More speciﬁcaily, while Staff notes that the ‘463 and the ‘969 patents, relating to the
_synthesis of chemical precursors to sucralose, present “a pa.rﬁcularly close question,” because each
of the intermediate products is chemically very closely related to the imported sucralose, and
- involves a process of converting sucrose to sucralose that is not a lengthy, multi-step process.
Further, Staff argﬁes, the ‘463 and “969 patent specifications specifically posit the use of the resultant |
chemical intermediates in the eventual synthesis of sucralose, and there is no evidence at this time
that compounds resulting from the claimed processes have any other use than as precursors in the
synthesis of sucraloée. Thus, Staff finds that ’there is a sufficient nexus between the patented
processes described in the ‘463 and ‘969 patents and the importation of sucralose.
By contrast, Staff asserts that such is not the case with respect to the ‘551 patent. Specifically,
Staff notes the patent is directed to the recovery and reuse of the tin catalyst and, unlike the processes
clairn’ed‘in the ‘463 and ‘969 patents, the tin catalyst is not chemically related to sucralose and the
recovery step does not appear to be necessary in the synthesis of sucralose.
Staff then proceeds to specifically answer the questions posed by the Commission’s Order
-and Order No. 22. Withrespectto quéstion 1, to the extent there may be amounts of the intermediate
products that are the subject of the respective patents, Staff asserts that ﬁe quantities are so minute
as to not be signiﬁcant. To the extent that there aré actual quantifiable amounts of these respective
products, Staff asserts thaf the importation requirement of the statute cannot be satisfied by these

trace impurities alone. While the Staff admits that the Commission has not generally required a
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minimum quantity in order to satisfy the importation requirement, Staff argues that there is é
distinction in this case because any intermediates, precursors, and catalysts that are made or
recovered are only present as impurities in the sucralose. Staff asserts that to find that the presence
of trace amounts of an unintended and undesired substance as an inseparable part of an imported
product is insufficient to sﬁpport a Section 337 violation and could well lead to absurd results.

With res?;ect to question 2, Staff stateé that there are clear languagé and scbpe differences
between 35 ‘U.S.C. § 271(g) and 19 U.S.C. § 1337(a)(1)(BX(ii). They state that Kinik notes that the
- Process Patent Amendments Act of 1988 state that the amendment adding § 271(g) to Title 35 “shall
not deprive a patent owner of any remedies avajlable‘ -..under section 337 of the Tariff Act 6f 1930,
or undef any other provision of law.”’ Thus, Staff submits that the scope of Secti;)n 337 remained
unaffected by the 1988 amendments to the Patent Act. Therefore, Staff concludes that the legislativé
history of § 271(g) and court decisions interpreting that statutory provision are of marginal relevance
in determining the scope of the Commission’s juriédiction under § 337(a)(1)(B)(ii).

With respect to question 3, Siaff argues that, while the language of § 337(a)(i)(B)(ii) is
ambiguous, the legislative history of this statutory provision provides some guidance as to its
meaning. Staff states that much of this legislative history was summairized in the Amgen decision.
‘Specifically, Staff states that the Court noted that, although that seétidn waé introduced in its current
form as a part of the Process Patent Amendment Aét of 1988, the language of that statutory provision
was originally enacted under what was formerly 19 U.S.C. § 1337a. That section, it is asserted, in

turn, was enacted in response to the CCPA’s decision in Amforg, which held that the patented

process for the concentration of phosphate-bearing material could not be asserted under then-existing
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Sectim_i 337 against the importation of apatite, a phoéphoric mineral concentrated using the patented
process. |

Staff notes that tﬁe Amtorg court had expressly overruled the CCPA’s prior decision in
Northern Pigment wherein the CCPA had affirmed the Tariff Commission’s holding that the
importation of iron oxides suitable for pigments that were made by the process disclosed in U.S.
Patent Nos. 1,327,061 and 1,368,748 “is an unfair method of competition or an unfair act within the
meaning and intent of section‘33 7.%! In so doing, Staff asserts, the CCPA noted that the Commission
excluded “any oxides of iron produced by the method or process disclosed in these patents, as wéll
as” anyt of the foregoing oxides calcined or burned or proceésed in any other manner.?? Staff states
that it is notable thaf even though the patents at issue only claimed “processes for manufacturing iron
compounds,” the CCPA upheld the exclusion of iron oxides that were further processed. Thus, Staff
argues, Northern Pigment found that the scope of tﬁe original Section 337 encompassed products
~ that were che’r’ than those that are the direct result of the patented process. Staff also asserts that,
even though the Court did not go so far as to say that there was no heed for a nexus to exist between
the imported product and the unfair act, in the facts of the case, a nexus clearly existed between the
imported article and the patented process.

Staff then argues that the legislative histpry of Section 1337a, which later became §
337(a)(1)(B)(ii), supports a construction of that statutory provision that allows the assertion of those

process patents that have a fairly close nexus to the imported article.

5 SIB 25 quoting Northern Pigment, 22 CCPA at 170.
82 Id_ at 26 quoting Northern Pigment, 22 CCPA at 167 n.2.
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With respect to question 4, Staff argues that Microsoft does ﬁét édd;ess the scope of §
337(a)(1)(B)(ii). Staff states that Microsoft held that the scope of 35 U.S.C. § 271(f) did not cover
activities where Microsoft sent “software masfer disks to foreign countries, master disks ‘were then
~ copied, and the copies were installed in computers which were sold in foreign countries.”™ Staff
notes that the Court stated that “[ijt is a general rule under United States patent law that no
infringement occurs when a patented product is made and sold in another country.”™* Staff states that
although the Court mentions a presumption against extraterritorial application of U.S. patent laws,
it makes no mention as to whether thé ‘presumption appiies to the Commission’s authority under §
337(a)(1)(B)(ii). Staff submits that the presumpfion does not apply to Commission proceedings
because Section 337 is a trade statute. In any event, Staff states that the proper abplication of its
neius test alleviates any concerns about the extraterritorial application of U.S. patent laws.

Asto question 5, Staff believes that the above cases are best read as imposing a nexus
requirement between thé unfair act and the imported article for the Commission to invoke
jurisdictidn pursuant to § 337(a)(1)(B)(ii), and that his has long been the manner in which the
Commission has asserted its jurisdiction. | |

3. Diécussion and Conclusion

The complaint alleges that Respondents have violated Subsection 337(a)(1)(A) and (B) in
the importation aﬁd sale of products that infringe the asserted patents.‘ 19U8.C. § 337 @)(B)(i1)
states: |

(a) Unfair methods of competition declared unlawful.

6 SIB 27. : :
% Id. at 27 quoting Microsoft, 550 U.S. at —, 127 S.Ct. at 1750.
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(1) . Subject to paragraph (2), the following are unlawful, and when found by the
- Commission to exist shall be dealt with, in addition to any other provision of
- law, as provided in this section:

[..]

(B)  Theimportationinto the United States, the sale for importation, or the
sale within the United States after importation by the owner, importer,
or consignee, of articles that--

[...1
(i)  are made, produced, processed, or mined under, or by means
of, a process covered by the claims of a valid and enforceable
United States patent.

The first question to be decided is the meaning of the statutory provision set forth above in
the context of the instant proceeding. When résolving issues of statutory construction, the first step
is to look at the plain meaning of the statutory languagc, and then, if necessary, examine extrinsic
aids like legislative history, rules of statutory construction and the interpretation of the administrative
agency charged with administering the statute.* |

The plain language of thé statute indicates that the importation of “articles thaf ére made,
produced, processed, or mined under, or by means of, a process covered ‘by the claims of a valid and
enforceable United States Patent” are unlawful Thus, if an article was produced abroad using a
patented process, then any impoﬂation of such an article would bé unlawful under Section 337.
However, the plain language of the statute does not explicitly stafe whether Section 337 provides

protection for processes that create intermediate compounds or for processes that recover catalysts

used in the production of an end product. Therefore, we must now examine other extrinsic aids.

5 Amgen, 902 F.2d at 1538, citing Johns-Manville Corp. v. United States, 855 F.2d 1556,
1559 (Fed. Cir. 1988) (“Johns-Manville”).
819 U.S.C. § 1337(a)(1)(B)(ii).
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The legislative history of Section 337 provides some guidance as to whether Congress
intended to include intermediate compounds and catalysts that are produced as a resuit of patented
processes or whether the scope of Section 337 is limited to end products. In enacting the Omnibus
Trade and Competitiveness Act of 1988, Senator Lautenberg, a sponsor of the bill, stated:

Section 337(a)(1) (a reenactment of section 337a) will prdvide the assistance

necessary for emerging U.S. industries, such as the biotechnology industry, to

compete in a marketplace without interference due to unfair acts of foreign
- competitors. The continued broad jurisdiction of the International Trade Commission

will help U.S. industry address the unfair activity of foreign competitors who, for

example, import products manufactured using patented genetic engineering

technology. Merely moving manufacture offshore does not absolve the wrongdoer

from the requirement to compete fairly. This Trade Act protection prohibits the

foreign enterprise from taking jobs from American workers by doing offshore that

which they could not lawfully do in the United States.”’

Thus, Congress’s intent in enacting Section 337(a)(1) was to address the unfair acts of foreign
companies who “import products manufactured [abroad] using patented [] engineering technology”
- under Section 1337(a) to remedy such unfair acts by prohibiting the importation of “articles that--
are made, produced, processed, or by means of, a process covered by the claims of a valid and
enforceable United States Patent.”®®

Clearly, if Respondents were to use Complainants’ patented processes here in the United
States, whether for the creation of sucralose or intermediate products or catalysts of sucralose, then
its actions would be unlawful. Similarly, given Congress’s intent in proteéting “patented ...
technology” from unfair foreign competition, if Respondents used Complainants’, patented processes

outside of the United States, including those that create intermediate compounds and recover

catalysts, then the use of such patented processes is equally unlawful. And, under Section 337, the

57 134 Cong Rec S 10711, S10714.
% 19 U.S.C. § 1337(a)(1)(B)(ii).
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impoﬂation of products resulting from the use of those patented prdcesses is prohibited. As noted
by Senator Lautenberg, “Im]erely moving manufacture offdhore does not absolve the wrongdoer
from the requirement to compete fairly.” Therefore, if Respondents used ,Complaihants’ processes,
whether for the production of sucralose, intermediate ‘compounds‘ of sucralose or for the recovery
of catalysts used in the creation of sueralose, the use of the patented processes and the subsequent
importation of products resulting from the use of such patented processes are the unlawful activities
that Congress imehded to address in enacting Section 337.

Such aninterpretation is further suppor.ted'by the legislative history of the predecessor statute
of § 337(a)(1)(B)(ii), namely Section 1337a. In enacting that statute, Congress stated that

[t]his bill was designed to correct the present problem which was created when the Court of |
~ Customs and Patent Appeals... reversed its former decisions and held that the importation

of products made abroad in accordance with a United States process patent without consent
of the patentee was not regarded as an unfair method of competition.”

To ‘under‘stand the context of this legislation, it is important to discuss the background of the
cases decided by the CCPA that led up to the enactment of this statutory provision. In Northern
Pigment, the CCPA affirmed the Tariff Commission’s hoiding that the importation of iron oxides
suitable for pigments that were made by the process disclosed in U.S. Patent Nos. 1,327,061 and
1,368,748 “is an unfair method of competition or an unfair act within the meaning and intent of

“section 337.”" In so doing, the CCPA notedkthat’ the Commission excluded “any oxides of iron
produced by the method or process disclosed in these patents, as well as” any of the foregoing oxides

" calcined or burned or processed in any other manner.” Even though the patents at issue only claimed

% Amgen, 902 F 2d. at 1538-1539 (discussing the hlstory of Section 337) (emphasm added)
™ Northern Pigment, 22 CCPA at 170.
" Id at167n.2.
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“processes’for manﬁfactuﬁng iron compounds,”;the CCPA upheid the exclusion of iron oxides that
were fm'thel" processed. Thus, Northern Pigment found that the scope of the original Section 337
| encompassed products that were other than those that are the direct result of the patented process.
Subsequently, the CCPA iseued its Amtorg decision that expressly overruled the CCPA’s
prior decision in Nofthern Pigment.In Amtorg, the CCPA ruled that the owner of a patented process
for separeting mined apetite from unusable surroimding material could not prevent individuals from
importing apatite that was separated using that patented process. The effect of that ruling was to
reject the holding of Northern Pigment that the owner of a patented process for creating pigments
| could prevent the importation of pigments made from the same process. The legislative history of
§ 1337a indicates a specific Congressional intent to overturn the precedent of Amtorg and reinstate
the precedent of Northern Pigment that protected U.S. businesses from importation of products made
outside the United States by a precess covered by a claim of a valid U.S. pétent. |
- Thus, in enacting Section 1337a, Congress specifically sought to provide protection to the
holders of United States process patents and prevent unfair competition from foreign manufacturers
that use such patented processes without authorization by prohibiting the imponetion of products
that were created using such proeess patents. There is no indication in ‘the legislative history of
either Section 337a orits predecessor Section 1337a that the product can only be an end product.
Rather, Congress sought to provide protection to procees patents by prohibiting the importation of
products that resulted ffom the use of those processes.
- As stated by the Federal Circuit in Amgen:
In response [to the CCPA’s decision in Amtorg], several bi]ls were introduced into

Congress, the one that became former section 1337abeing H.R. 8285, 76™ Congress.
Both the House and Senate reports accompanying H.R. 8285 indicate that former
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section 1337a was specifically directed toward process patents and the Amtorg decision.

This bill is designed to correct the present problem which was created when the Court of

Customs and Patent Appeals in the case In re Amtorg Trading Corporation reversed its

former decisions and held that the importation of products made abroad in accordance with

a United States patent without the consent of patentee was not regarded as an unfair method

of competition [Emphasis ours.] H.R.Rep. No. 1781, 76™ Cong., 3d Sess. 1 (1940); see also

S. Rep. No. 1903, 76" Cong., 3d Sess. 1 (1940).”

Itis clearthat the Commission is bound by a determination by the Federal Circuit inAmgen
as to the meaning of section 1337(a)(1 )(B)(ii); including its determination as to the legislative history
underlying that statutory provision. This discussion also makes clear that the scope of the
Commission’s jurisdiction as to process patents is the same today as it was determined to be in
- Northern Pigment. Since Northern Pigment involved products that were further processed from
those that were the direct result of the process covered by the patent at issue, it is clear that an
intermediate product would also be covered if it meets the other requirements of the statute.

The question then becomes whether sucralose, the product that is at issue in this proceeding,
is covered by the subject three patents in this proceeding. In the first instance, the question is whether

sucralose:

- (ii) [is]made, produced processed, or mined under, or by means of, a process covered by
the claims of a valid and enforceable United States patent.”

With respect to the *463™ and ‘969" patents, which relate to the synthesis of chemical
precursors of sucralose, it is clear that the products that are the direct result of those patents meet the

test of the statute. In both instances, since they are chemical precursors of sucralose, sucralose in

 Amgen, 902 F.2d at 123-24.

719 U.S.C. § 1337(a)(1)(B)(ii) [Italics added].

7 See JX-1 (the ‘463 patent), col.1:42-61; 2: 25-29.
7 See JX-3 (the ‘969 patent), col. 3:3-4:39; 4:40-58.
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both instances can be said to “made, produced [or] procesé.ed ...by means of a process covered by the
claims of a val‘id‘ and enforceable United States patent.”” |

By contrast, the product that is the direct result of the process which is the subject of the *551
patent is not a precursor of sucrélose. The 551 patentis éntitled “Process for Recovery of Organotin
Esters ‘from Reaction Mixtures Containing the Same and Re-Use of the Recovered Organotin
Compounds.”” In addition, the patent is directed to the recovery and re-use of the tin catalyst, and,
unlike the pfoéessés claimed in the ‘463 and ‘969 patents, the tin catalySt that is the direct result of
the process covered by the ‘551 patent, is noi Chemically related to sucralose and the recovery step
has not been shown to be néceésary iﬁ the synthesis of sucralose.” Thus, sucralose cannot be said
to be “processed .... by means kof’ the ‘551 patéht;

At this point, a word about Staff’s “nexus” test iS appropriate. Nowhere in thg statute does
the word nexus appear. For resblv'mg the issues at hand in this proceeding, there is no neéd to graft
the nexus test upon the statute. it is simply necessary to interpret the plain language of the statute,
‘as was done above. Accordingly; the Staff’s nexus test shall not be kadopted. |

With regard to 35 U.S.C. § 271(g), the Federal Circuit in Kinik found that the defenses to |
patent infringement set fbrth in that provision are not relevant to alleged violations of 19 U.S.C. §
1337(a)(1)(B)(ii).” In reaching this holding, the Federal Circuit relied heavily on the fact that

Section 271(g) does not “limit in any way the ability of process patent owners to obtain relief from

76 Id

77 See JX-2 (the ‘551 patent).
Bld

™ Kinik, 362 F.3d at 1362-1363.
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the U.S. International Trade Commission.”® Thus the “materially changed” defense of § 271(g) is
irrelevant to fhe scope of relief available to a party under § vl 337(a)(1)(B)(i). ¥

In addition, the U.S. Supreme Court’s Micro.&oft decision is not relevant to this decision. That
case, which was brought in U.S. District Court under Section 271(f) of the Patent Act, involved a
patent held by AT&T, which was allegedly infringed by Microsoft’s Windows operating system.
Microsoft sells Windows to foreign manufacturers whé make copies of the software overseas, and
then install the copies of the software into the computers they sell. The foreign-made computers are
then sold to users abroad.” The Court held that because Microsoft does not export from the United
States the copies of Windows which are actually used in the manufacture of the foreign-made
computers, there is no infringement under Section 271(f).*

This case is clearly distinguishable from the instant case. In the instant case, the sucralose
is being imported from overséas to the United States. In any event, no showing has been made that
Section 271(f) would restrict this Commission’s jurisdiction ‘under Section 337.%

In addition to being manufactured or created by a patented process, the article must also be
imported to fall within the scope of § 337(a)(1)(B)(ii). The requirement for importation stems from
the ferritorial 1imitati0n§ df United States law, i.e. Con'gress cannot dictate the actions of a foreign
éntity on foreign soil. Congress has the authority, however, to control its borders and can stop the

importation of articles from abroad. Congress noted that in enacting Section 1337a, “instead of

% Jd (quoting S.Rep.No. 100-83 at 60-61(1987)).

81 See also Bayer AG v. Housey Pharm., Inc., 340 F.3d 1367, 1373-1374 (Fed. Cir. 2003)
(“Bayer™). ; ' ‘ :
: & Microsoft, 550 U.S. —, 127 S.Ct. at 1750-51.
83 Id :

8 Kinik, supra.
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extending our t'erritori‘alv jurisdiction, we are trying to operate on the article and say if it comes into
this country it would be an unfairrtrade practice.”® Therefore, in order to fall within the jurisdiction
of the United States and Section 337, the article must also be imported.

All parties agree that Respondents import sucralose into the United States. However, anﬁther |
issue has been raised which is whether trace amounts of compounds that are the direct result of the
processes of the three patents in question can provide a separate basis for subject matter jurisdiction.
This issue is more appropriately dealt with in the infringement sections of the respective patents
below. | |

B. Personaj lerisdiction

The participating Reépondents have responded to the complaint and notice of investigation,
participated in the investigation, including participating in discovery, made an appearance at the
hearing, and submitted pbstfhearing Briefs, thereby submitting to the personal jurisdiction of the
Commission.*

As to the non-participating Respondents and defaulted Respondents, the Commission has
found that a finding of personal jurisdiction over a fo:eign respondent who does not participate in
a Section 337 proceeding may be based on evidence that the respondent has minimum contacts with
the United States and that the respondent had adequate notice of the Commission's proceeding.

As to minimum contacts, Complainants offered evidence that the non-participating and

defaulted respondents have exported the accused sucralose to the United States after the issuance of

% Importation of Goods Covered by United States Process Patents: Hearing on HR. 7851
Before H. Comm. on Patents, 75" Cong. 1-2 (1938) (statement of Hon. J. Hardin Peterson).
8 See Certain Miniature Hacksaws, Inv. No. 337-TA-237, U.S.1.T.C. Pub. No. 1948, Initial
Determination (unreviewed by Commission in relevant part) at 4, 1986 WL 379287 (U.S.I.T.C,,
October 15, 1986) (“Miniature Hacksaws™).
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the patents at issue, therefore there is evidence which supports a finding that these Respondents have
minimum contacts with the Unifed States. In this investigation, the Commission Secretary served
the complaint and notice of investigation on all respondents, and there is sufficient i)roof on this
récord to establish that all respondents received notice of this investigation. On the basis of the facts |
~ of record, the undersigned finds that the Commission has personal jurisdiction over all respondents
named in the investigation.
III.  Relevant Law

A.  Claim Construction

Analyzing whether a patent is infringed “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

7% The first step is a

properly construed claims to the dgvipe or process accused of ~infringing.
question of law, wherea,s’ the second step is a factual determination.* Concerning the first step of |
claim construction, “[i]t is well-settled that, in interpreting an asserted claim, the court should look
first to the intrinsic evidence of record, i.e., the patent itself, including the claims, the specification
and, if in evidence, the prosecution history . . . . Such intrinsic evidencé is the most significant

source of the legally operative meaning of disputed claim language.”®

¥ Dow Chem. Co. v. United States, 226 F.3d 1334, 1338 (Fed. Cir. 2000) (“Dow Chemical’),
citing Markman v. Westview Instruments, Inc., 52 F.3d 967, 976 (Fed Cir. 1995) (en banc) aff’d,
517 U.S. 370 (1996) (“Markman”

8 Markman, supra.

% Bell Atlantic Network Serv., Inc. v. Covad Communications Group, Inc., 262 F. 3d 1258,
1267 (Fed. Cir. 2001) (“Bell Atlantic™). See also Phillips v. AWH Corp., 415 F.3d 1303, 1312-17
(Fed. Cir. 2005) (“Phillips™), cert. denied, 126 S.Ct. 1332.
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“In construing claims, the analytical focus must begin and remain centered on the language
_of the claims themselves, for’it is fhat language that the patentee chose to use to ‘particularly point
[ ] out and distinctly claim [ ] the subject matter which the patentee regards as his invention.””
“Quite apart from the written description and the prosecution history, the claims themselves
provide substaﬁtial guidance as to the meaning of particular claim terms.”' Usage ofaterm inboth
the asserted and unasserted claims is “highly instructive” in determining the meaning of the same
term in other claims.” “Furthenhore, a claim term should be construed consistently with its
appearance 1n’ other places in the same claim or in other claims of the same patent.”
“While not an absolute rule, all claim terms are presumed to have meaning in a claim.”"‘f If
the claim language is not clear on its face, “[t]hen we look to the rest of the intrinsic eﬂfidence,
_ begimﬁng with the speqiﬁcation and concluding with the prosecution history, if in evidence” for the
purpose of “resolving, if possible, the lack of clarity.”
There is a “heavy presumption” that claim terms are to be given “their ordinary and
accustomed meaning as unaerstood by oné of ordinary skill in the art,” and in aid of thisv
interpretation, “[d]ictionaries and technical treatises, which are extrinsic evidence, hold a ‘special

place’ and may sometimes be considered along with the intrinsic evidence when determining the

% Interactive Gift Express, Inc. v. Compuserve Inc., 256 F.3d 1323, 1331 (Fed. Cir. 2001)
- (“Interactive Gift Express™), citing 35 U.S.C. § 112, ] 2.
| *! Phillips, 415 F.3d at 1314 citing Vitronics Corp. v. Conceptromc Inc.,90F.3d 1576,1582
(Fed. Cir. 2003) (“Vltromcs”)
.92 Id

 Rexnord Corp v. Laitram Corp., 274 F. 3d 1336, 1342 (Fed. Cir. 2001) (“Rexnord’”) citing
Phonometrics Inc. v. Northern T elecom Inc., 133 F.3d 1459, 1465 (Fed. Cir. 1998)
(“Phonometrics”™).

% Innova/Pure Water, Inc. v. Safarz Water Filtration Sys., 381 F.3d 1111, 1119 (Fed. Cir.
2004) (“Innova’)).

95 Id
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ordinary meaning of claim terms.” Caution must be used, however, when referring to non-
scientific dictionaries “lest dictionary deﬁnitionsv. .. be converted into technical terms of art havirig
legal, not linguistié significance.”’
| The presumption in favor of according a claim term its ordinary meaning is overcome “(1)
whefe the patentée has chosen to be his own lexicographer, or (2) where a claim term deprives the
claim of clarity such that there is ‘no meaﬁs by which the scope of the claim may be ascertained from
the language used.”® In this regard, “[t]he specification acts as a dictionary ‘when it expressly
defines terms used in the claims or when it defines terms by implication.’”®

The specification is considered “always highly relevant” to claim construction and “[u]sually,
it is dispositive; it is the Single best guide to the meaning of a disputed tenn.”‘““ The prosecution
history is also examined for a claim’s scope and méaning “to determine whether the patentee has
relinquished a potential claim construction in an amendment to thé claim or in an argument to
overcome or distinguish a reference.”'”!

“[T]f the meaning of the claim limitation is apparent from the intrinsic evidence alone, it is
improper to rely on extrinsic evidence other than that used to ascertain the ordinary meaning of the

claim limitation. [citation omitted] However, in the rare circumstance that the court is unable to

determine the meaning of the asserted claims after assessing the intrinsic evidence, it may look to

% Bell Atlantic, 262 F.3d at 1267-68. .

% Id_ at 1267 (internal quotation marks omitted).
% Id. at 1268.

% Id. See also Phillips, 415 F.3d at 1316.
100 Id

101 Id )
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additional evidence that is extrinsic to the complete document record to help resolve any lack of
clarity.”!®
“Extrinsic evidence consists of all evidence external to the patent and prosecution history
-.”'® Tt includes “such evidence as expert testimony, articles, and inventor testimony.”'* But,
“[i])f the intrinsic evidence resolves any ambiguity in a disputed claim, extrinsic evidence cannot be
used to contradict the established meaning of the claim language.”'” “What is disapproved of is an
attempt to use extrinsic evidence to arrivé at a claim construction that is clearly at odds with the
claim éonstruction mandated by the claims themsélves, the written description, and the prosecution ,
history, in other wofds, with the written record of the patent.”'%
In interpreting particular limitations within each claim, “adding limitations to claims not
required by the claim terms themselves, or unambiguously réquired by the specification or

prosecution history; is impermissible.””” Usually, a patent is not limited to its preferred

embodiments in the face of evidence of broader coverage by the claims.'% A claim construction that

192 14 at 1268-69.

19 Markman, 52 F.3d at 980.

14 Bell Atlantic, 262 F.3d at 1269.

195 DeMarini Sports, Inc. v. Worth, Inc., 239 F 3d 1314, 1322-23 (Fed. Cir. 2001)
(“DeMarini”).

106 Markman, 52 F.3d at 979.

Y Dayco Prod., Inc. v. Total Containment, Inc., 258 F.3d 1317, 1327 (Fed. Cir. 2001)
(“Dayco Products™), citing Laitram Corp. v. NEC Corp 163 F.3d 1342, 1347 (Fed. Cir. 1998)
(“Laitram™) (“a court may not import limitations from the written description into the claims”).

198 4cromed Corp. v. Sofamor Danek Group, Inc., 253 F.3d 1371, 1382-83 (Fed. Cir. 2001) -
(“Acromed”); Electro Med. Sys. S.A. v. Cooper Life Sci., Inc., 34 F.3d 1048, 1054 (Fed. Cir. 1994)
(“Electro Med”) (“particular embodiments appearing in a specification will not be read into the
claims when the claim language is broader than such embodiments™).
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excludes the preferred embodiment in the specification of a patent, however, is “rarely, if ever,
correct.”'®

On the other hand, “there is sometimes ‘a fine line between reading a claim in light of the
specification, and reading a limitation into the claim ﬁom thé specification.””''’ In order to negotiate
this"“ﬁnye line,” one guideline is that features of embodiments in the specification do not restrict
patent claims “unless the patentee has demonstrated a clear intention to limit the claim scope using
‘words or expressiOns of manifest exclusion or restriction.’”'!" Another guideline is that feétures of
an embodiment in the speciﬁcaﬁon do not restrict claims unless the specification defines the claim
terms “by implication” as may be “found in or ascertained by a reading of the patent documents.”!'?

For the spéciﬁcation to limit the claims, there must be “a clear case of the disclaimer of subject

matter that, absent the disclaimer, could have been considered to fall within the scope of the claim

113

language.

- 1 Vitronics, 90 F.3d at 1583-34.

10 Bell Atlantic, 262 F.3d at 1270.

" Liebel-Flarsheim Co. v. Medrad, Inc., 358 F.3d 898, 906 (Fed. Cir. 2004) (“Liebel-
Flarsheim I"). ; : :

"2 Irdeto Access, Inc. v. Echostar Satellite Corp., 383 F.3d 1295, 1300 (Fed. Cir. 2004)
(“Irdeto™). : ‘ ,

3 Liebel-Flarsheim I, 358 F.3d at 907. The Federal Circuit “has expressly rejected the
contention that if a patent describes only a single embodiment, the claims of the patent must be
- construed as being limited to that embodiment.” Liebel-Flarsheim I, supra, 358 F.3d at 906

(emphasis added); also see, e.g., Golight, Inc. v. Wal-Mart Stores, Inc., 355 F.3d 1327, 1331 (Fed.
Cir. 2004) (“Golight™); Bio-Technology General Corp. v. Duramed Pharmaceuticals, Inc.,325F.3d
1356, 1362 (Fed. Cir. 2003) (“Duramed”) (aspects of only embodiment described in specification
‘not read into claims). The Liebel-Flarsheim I panel further held that even where a patent describes
" only a single embodiment, claims will not be “read restrictively unless the patentee has demonstrated
a clear intention to limit the claim scope using ‘words or expressions of manifest exclusion or
restriction.”” Id. ' '
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Claims amenable to more than one construction should, when it is reasonably possible to do
so, be construed to preserve their validity."* A claim cannot, however, be construed contrary to its

113 Claims cannot be judicially rewritten in order to fulfill the axiom of preserving

plain language.
their validity; “if the only claim constructionk that is consistént with the claim;s languageaﬁd the
written deécription renders the claim invalid, then the axiom does not apply and the claim is simply
invalid”"® |
Pursuant to 35 U.S.C. § 112, § 6, “[a]n element in a claim for a combination may be
expressed as a means or step for performing a specified function without the recital of structure,
material, or acts in support thereof, and such claim shall be construed to cover the corresponding
structure, material, or acts described in the speéiﬁcation and equivalents thereof.” An appliéant may
therefore “claim an element of a combination functionally, without reciting structures for performing
those functions.”""” To invoke this rule, “a claim limitation that acfually uses the word ‘means’ will
invoke a rebuttable presumption that § 112 § 6 applies. By con&ast, a claim term that does not use
‘meéns’ will trigger the rebuttable pi'esumption that § 112 9 6 does not apply.”"'® In general, the
- words “circuit” and “circuitry” connote sufficient structure in and of themselves so as not to be

deemed as “means-plus-function” elements.'"”

4 Karsten Mfg Corp. v. Cleveland Golf Co., 242 F.3d 1376, 1384 (Fed Cir. 2001)
(“Karsten™).

115 See Rhme v. Casio, Inc., 183 F. 3d 1342, 1345 (Fed. Cir. 1999) (“Rhine”).

- 16 Id

17 dpex Inc. v. Raritan Computer, Inc., 325 F 3d 1364, 1371 (Fed. Cir.), cert. denied, 540
U.S. 1073 (2003) (“Apex”). ~

8 L inear Technology Corp. v. Impala Lmear Corp 379 F.3d 1311 1319 (Fed. C1r 2004)
(“Linear™).

9 See Linear, supra; Apex, 325 F.3d at 1374.
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B. Infringement
1. | ~ Literal ‘InfringemenAt
Liferé] infringement is a question of fact.'*® Literal infringement requires the patentee
to prove that the accused device contains each limitation of the asserted claim(s). Each element of
a claim is considered material and essential, and in order to show literal infringement, every element
must be found to be present in the accused device.'?! If any claim limitation is absent from the
accused device, there is ﬁo literal infringement of that claim as a matter of law.'
2. Indirect Infringement
To establish a claim fof inducéd infringement, a complainant must shéw that a respondent
~ has actively induced a person to make, use, or sell a product or use a method that falls within the

scope of the claims of the patent at issue.'”

The required elements of a claim of induced
infringement are: “(1) an act of direct infringement; (2) the accused infringer actively induced a third
party to infringe the i:atent; and (3) the accused infringer knew or should have known that his actions
would induce infringement.”'? |

Under 35 U.8.C. § 271(c), a seller of a component of an infringing product can be held liable

for contributory infringement if: *“(1) there has been an act of direct infringement by a third party;

120 Tegal Corp. v. T okyo Electron Am., Inc.,257 F.3d 1331, 1350 (Fed. Cir. 2001) (“Tegal”),
cert. denzed 535 U.S. 927 (2002).

2! | ondon v. Carson Pirie Scott & Co., 946 F 2d 1534, 1538 (Fed. Cir. 1991) (“London™).

12 payer AG v. Elan Pharm. Research Corp 212F.3d 1241, 1247 (Fed. Cir. 2000) (“Elan™).

1235 U.8.C. § 271(b).

124 Certain Flash Memory Circuits, Inv. No. 337-TA-382, U.S. I T.C. Pub. 3046, Commission
Opinion on the Issues Under Review and on Remedy, the Public Interest, and Bonding, at 16, 1997
WL 817778 (U.S.I.T.C., July 1997) (“Flash Memory”) citing Manville Sales Corp. v. Paramount
Sys. Inc., 917 F.2d 544, 553 (Fed. Cir. 1990) (“Manville”). See also Certain Headboxes and
Papermaking Machine Forming Sections for the Continuous Production of Paper, and Components
Thereof, Inv. No. 337-TA-82, USITC Pub. No. 1138 at 18- 19 (1981) (“Headboxes™).
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(2) the accused contributory infringer knows that the combination for which its component was made
‘was both patented apd infringing; and (3) there are no substantial non-infringing uses for the
component part, i.e., the component is not a ‘staple article’ of cdmmerce.”m
3. Infringement under the Doctrine of Equivalents
Where literal infringement is not found, infringement nevertheless can be found under the
doctrine of equivalents based on “the substantiality of the differences between the claimed and
accused products or process'es,k assessed according to an objective staﬁdar ” judged from “the
vantage point of one of ordinary skill in the relevant art.”'?6 Determining infringement under the
doctrine of equivalents “requires an intensely factual inquiry.”'?’ |
In Warner-Jenkinson, the Supreme Court noted that the doctrine of equivalents is subject to
several limitations, including applying the doctrine to individual elements of a claim and not to the
invention as a whole.'”® The court acknowledged that the commonly used “functién«way—result” test
| is suitable in éome instances, including analyzing mechanical devices.'?
C.  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

125 Flash Memory, Commission Opinion at 9-10.

128 Hilton Davis Chem. Co. v. Warner-Jenkinson Co., Inc., 62 F. 3d 1512, 1518-1519 (F ed
Cir. 1995) (“Hilton Davis™), rev'd, 520 U.S. 17 (1997) (“Warner-Jenkinson™).
, 27 Vehicular Tech. Corp. v. Titan Wheel Int’l, Inc., 212 F.3d 1377, 1381 (Fed. Cir. 2000)

(“Vehicular Technologies’ ’)

128 Warner-Jenkinson, 520 U.S. at 29. ‘

2% See Hilton Davis, 62 F.3d at 1518 ( “In applying the doctrine of equivalents, it is often
enough to assess whether the claimed and accused products or processes include substantially the
same function, way, and result”).
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process of being eétablished.”m This “domest-i,c ihdustry requirement” has an “economic” prong and
a “technical” prong.

The term “domestic industry” in Section 337 is not deﬁned‘ by the statute, but the
Commission has interpreted Vthe intent of Section 337 to be “the protection of domestic manufacture
of goods.”™! The Commission has further stated that “[t]he scope of the domestic industry in patent- |
baéed investigations has been determined on a case by case basis in light of the realities of the
marketplace and encompasses not only the manufacturing operations but may include, in addition,
distribution, research and development and sales.”'*

In méking this determination, Section 337(2)(2) provides that for investigations based on
patent infringement, a violation can be foﬁnd “only ifan in&ustry in the United States, relating to the
articles protected by the patent . . . concerned, exists or is in the process of beihg established.” 19
U.S.C. § 1337(a)(2). Section 337(a)(3) sets forth the following economic criteria for determining

the existence of a domestic industry in such investigations:

- 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 . . . concerned —

- (A) significant investment in plant and equipmeht;
(B) significant employment of labor or capital; or

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

3019 US.C. § 1337(a)(2). |
B Certain Dynamic Random Access Memories, Components Thereof and Products
Containing Same, Inv. No. 337-TA-242, U.S.L.T.C. Pub. No. 2034 (November 1987), Commlssmn
Oplmon at 61, 1987 WL 450856 (US.L.T.C., September 21, 1987) (“DRAMs™).
132 Id. at 62 (footnotes omitted).
13319 U.S.C. § 1337(a)(3).
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As the statute uses the disjunctive term “or,” a complainant can demonstrate this so-called
“economic prong” of the domesticﬁ industry requirement by satisfying any one of the three tests set
| forth in Section 31‘»7(&)(3).‘34 The complainant bears the burden of establishing that the domestic
industry requirement is satisfied,'**

In addition to meeting the economic criteria of the domestic industry requirement, a
complainant in a patent-based Section 337 investigation must also demonstrate that it is practicing
or exploiting the patents at issue.”® In order to find the existence of a domestic industry exploiting
a patent at issue, it is sufﬁciént to show that the‘domestic industry practices any claim of that patent,
not necessarily an asserted claim of that patent.'”” Fulfillment of this so-called “technical prong” of
the domestic industry fequirement is not determined by a rigid formula, but rather by the articles of

commerce and the realities of the marketplace.'

134 See Certain Plastic Encapsulated Integrated Circuits, Inv. No. 337-TA-315, US.LT.C.
Pub. No. 2574 (November 1992), Initial Determination at 83, 1992 WL 813952 (U.S.I.T.C., October
15, 1991) (unreviewed by Commission in relevant part) (“Encapsulated Circuits™).
~ 135 See Certain Set-Top Boxes and Components Thereof, Inv. No. 337-TA-454, U.S.L.T.C.

Pub. No. 3564 (November 2002), Initial Determination at 294, 2002 WL 31556392 (U.S.L.T.C., June
21,2002), unreviewed by Commission in relevant part, Commission Opinion at 2 (August 29, 2002)
(“Set-Top Boxes™).

136 See 19 U.S.C. § 1337(a)(2) and (3); also see Certain Microsphere Adhesives, Process for
Making Same, and Products Containing Same, Including Self-Stick Repositionable Notes, Inv. No.
337-TA-366, Commission Opinion at 8, 1996 WL 1056095 (U.S.I.T.C., January 16, 1996)
(“Microsphere Adhesives™), aff'd sub nom. Minnesota Mining & Mfg. Co. v. U.S. Int'l Trade
Comm’n, 91 F.3d 171 (Fed. Cir. 1996) (Table); Encapsulated Circuits, Commission Opinion at 16.

137 Certain Microsphere Adhesives, Commission Opinion at 7-16.

18 Certain Diltiazem Hydrochloride and Diltiazem Preparations, Inv. No. 337-TA-349,
U.S.L.T.C. Pub. No. 2902, Initial Determination at 138, 1995 WL 945191 (U.S.I.T.C., February 1,
1995) (unreviewed in relevant part) (“Diltiazem™); Certain Double-Sided Floppy Disk Drives and
Components Thereof, Inv. No. 337-TA-215, 227 U.S.P.Q. 982, 989 (Commission Opinion 1985)
(“Floppy Disk Drives™).
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The test forkcl‘aim coverage for the purposes of thetechn’ical prong of the domestic industry
requirement is the same as that for infringement.'® “F ifst, the claims of the patent are construed.
‘Second, the éomplainant’s article or process is examined to determine whether it falls within the

scope of the claims.”"*’  As with infringement, the first step of claim construction is a question of
law, whereas the second step of comparing the article to the claims is a factual determination.'’ To
prevail, the patenteé must establish by a preponderance of the evidence that the domestic product
practices one or more claims of the patent either literally or ﬁnder the doctrine of equivalents.'*

D. Valiﬂity

A patent is presumed valid."* The party challenging a patent’s validity has the burden of
overcoming this presumption by clear and convincing evidence." Since the claims of a patent
measure the invention at issue, the claims must be interpreted and given the same meaning for
purposes of both validity and infringement analyses. As with an infringement analysis, an analysis
of invalidity involves two steps:- the claim scope is first determined, and then the properly construed

claim is compared with the prior art to determine whether the claimed invention is anticipated and/or

rendered obvious.'¥

1% Certain Doxorubicin and Preparations Containing Same, Inv. No. 337-TA-300, Initial
Determination at 109, 1990 WL 710463 (U.S.1.T.C., May 21, 1990) (“Doxorubicin™), aff’d, Views
of the Commission at 22 (October 31, 1990). ‘

014

! Markman, 52 F.3d at 976.

- ¥2.See Elan, 212 F.3d at 1247.
- M35U.8.C. §282; chhardson—Vrcks Inc. v. Upjohn Co., 122 F.3d 1476, 1480 (Fed. Cir.
1997) (“Richardson-Vicks™).

14 Richardson-Vicks Inc., supra; Uniroyal, Inc. v. Rudkm-they Corp., 837 F 2d 1044 (Fed.
Cir.) (“Uniroyal), cert. denied, 488 U.S. 825 (1988). ‘

5 dmazon.com, Inc. v. Barnesandnoble.com, Inc., 239 F.3d 1343, 1351 (Fed. Cir. 2001)
(“dmazon.com™).
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1. Anticipation, 35 U.S.C. §§ 102 (a), (b) and (e)

A patent may be found ihvalid as antieipated under 35 U.S.C. § 102(a)if “the inveﬁtien was
known or used by others in this country, or patented or described in a printed publication in this
country, or patented or described in a printed publication in a foreign country, before the invention
thereof by the applicant for patent.” 35 U.S.C. § 102(a). A patent may be found invalid as anticipated
under 35 U.S.C. § 102(b) if “the invention was patented or described in e printed publication in this -
or a foreign country or in public use or on sale in this country, more than one year prior to the date
of the applicetion for patent in the UI;ited States.”'* Under 35 U.S.C. § 102(e), a patent is invalid
as anticipated if “the invention was described in a patent granted on an aﬁplication for patent by
another filed in the United States before the invention thereof by tlie applicant for patent.”'¥’
Anticipation is a question of fact.'* | |

Under the foregoing statutory provisio'n, a claim is anticipated and therefore invalid when
“the four corners of a single, prior art document describe[s] every element of the claimed invention,
either expressly or inherently, such that a person of ordinary skill in the art could practice the

invention without undue experimentation.”**” To be considered anticipatory, the prior art reference

must be enabling and describe the applicant’s claimed invention sufficiently to have placed it in

14635 US.C. § 102(b).
W7 350U.S.C. § 102(e).
18 Toxas Instruments, Inc. v. U.S. Int’l Trade Comm n,988F.2d 1165, 1177 (Fed Cir. 1993)
(“Texas Instruments II”).
¥ ddvanced Display Sys., Inc. v. Kent State Univ., 212 F.3d 1272, 1282 (Fed Cir. 2000),
cert. denied, 532 U.S. 904 (2001) (“Advanced Display Systems”).
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posseSsioh of a’person of ordinary skill in the field of the invention.'® But, the degree of enabling
detail contained in the reference does not have to exceed that contained in the patent at issue.'s!

Further, tbe disclosure in the prior art reference does not have to be expr’ess,v but may
anticipate b;( inherency where the ,irﬂlerenéy would be appreciated by one of ordinary skill in't;he
art."””> To be inherent, the feature must necessarily be present in the prior art.'™ Inherency may not
be established by probabilities or pbssibilities. The mere fact that a certain thing may result from
é given set of circumstances is not sufﬁcieht If, however, the disclosure is sufficient to show that '
the natural résult flowing from the operation as taught would result in the performance of the
questioned function, it seems to be well settled that the disclosure should be regarded as sufficient.
This modest flexibility in the rule that “anticipation” requires that every element‘of the claims appear
in a single reference accommodates situations where the common knowledge of technoldgists is not
recorded in the reference; that is, where technological facts are known to those in the field of the
invention, albeit not known to judg‘es.”4 | |

2. Obviousness, 35U.S.C. §103 (a)
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

0 Helifix Ltd. v. Blok-Lok, Lid., 208 F.3d 1339, 1346 (Fed. Cir. 2000) (“Helifi”); In re
Paulsen, 30 F.3d 1475, 1478 (Fed. Cir. 1994) (“Paulsen”)

B! Paulsen, 30 F.3d at 1481 n.9.

152 Glaxo Inc. v. Novopharm Ltd., 52 F.3d 1043, 1047 (Fed Clr) cert. denied, 516 U, S. 988
(1995) (“Glaxo™).

' See Finnigan Corp.v. US. Int’l Trade Comm'n, 180F. 3d 1354, 1365-66 (Fed Cir. 1999) 5

(“Finnigan”).
- 1% See Cont’l Can Co. v. Monsanto Co., 948 F2d 1264 1268-69 (Fed. C1r 1991)
(“Continental Can™); Finnigan, 180 F.2d at 1365.
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subject matter pertains.™* 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.”"*®

Once claims have been properly constfued, “[t]he secondAstep in an obviousness inquiry is
to determine whether the claimed invention would have been obvious as a legal matter, based on
underlying factual inquiries including : (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” (also known as “objective evidence”)."’

‘Although the Federal Circuit case law also required that, in order to prove obviousness, the
patent challenger must demonsfrate, by clear and convincing evidence,kthat there is a “teaching,
suggestion, or motivation to combine, the Supreme Court has rejected this “rigid approac ?
employed by the Federal Circuit in KSR Int’l Co. v. T eleflex Inc.:**®

When a work is available in one field of endeavor, design incentives and other
market forces can prompt variations of it, either in the same field or a different one.
If a person of ordinary skill can implement a predictable variation, § 103 likely bars
its patentability. For the same reason, if a technique has been used to improve one
device, and a person of ordinary skill in the art would recognize that it would
improve similar devices in the same way, using the technique is obvious unless its
actual application is beyond his or her skill. Sakraida and Anderson’s-Black Rock are
illustrative—a court must ask whether the improvement is more than the predictable
use of prior art elements according to their established function.

- Following these principles may be more difficult in other cases than it is here
because the claimed subject matter may involve more than the simple substitution of
one known element for another or the mere application of a known technique to a

. piece of prior art ready for the improvement. Often, it will be necessary for a court
to look to interrelated teachings of multiple patents; the effects of demands known

335U.8.C. § 103(a)
1% Richardson-Vicks Inc., 122 F 3d at 1479 WangLab Inc.v. T oshlba Corp 993 F.2d 858,
863 (Fed. Cir. 1993) (“Wang Laboratories”).
157 Smiths Indus. Med. Sys., Inc. v. Vital Signs, Inc., 183 F.3d 1347, 1354 (Fed. Cir. 1999)
(“Smiths Industries™), citing Graham v. John Deere Co., 383 U.S. 1, 17 (1966) (“Graham”).
8 KSR Int’l Co. v. Teleflex Inc.,—U.S. -—(2007), 127 S.Ct. 1727, 1739 (“KSR”).
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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. To facilitate review, this analysis should
be made explicitly. See Inre Kahn, 441 F.3d 977, 988 (CA Fed. 2006) (“[R]ejections
on obviousness grounds cannot be sustained by mere conclusory statements; instead,
there must be some articulated reasoning with some rational underpinning to support
the legal conclusions of obviousness™). 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 of the inferences and creative steps
that a person of ordinary skill in the art would employ.

[--]

The obviousness analysis cannot be confined by a formalistic conception of the
words teaching, suggestion, and motivation, or by overemphasis on the importance
of published articles and the explicit content of issued patents. The diversity of
inventive pursuits and of modern technology counsels against limiting the analysis
in this way. In many fields it may be that there is little discussion of obvious
techniques or combinations, and it often may be the case that market demand, rather
than scientific literature, will drive design trends. Granting patent protection to
advance that would occur in the ordinary course without real innovation retards
progress and may, in the case of patents combining previously known elements,
deprive prior inventions of their value or utility.'”

“Secondary considerations,” also referred to as “objective evidence of non-obviousness,”

- such as “commercial success, long felt but unsolved needs, failure of others, etc.” may be used to
‘understand the origin of the subject matter at issue, and may be relevant as indicia of obviousness

or non-obviousness.'® Secondary considerations may also include copying by others, prior art

teaching away, and professional acclaim.'®!

59 KSR, 550 U.S. at —; 127 S.Ct. at 1740-41.
190 Graham, 383 U.S. at 17-18.

16! See Perkin-Elmer Corp. v. Computervision Corp., 732 F.2d 888, 894 (Fed. Cir. 1984)

(“Perkin-Elmer”), cert. denied, 469 U.S. 857 (1984); Avia Group Int'l, Inc. v. L.A. Gear California,
853 F.2d 1557, 1564 (Fed. Cir. 1988) (“4via™) (copying by others); In re Hedges, 783 F.2d 1038,
1041 (Fed. Cir. 1986) (“Hedges™) (prior art teaching away; invention contrary to accepted wisdom);
Kloster Speedsteel ABv. Crucible Inc., 793 F.2d 1565 (Fed. ir. 1986) (“Kloster™), cert. denied, 479

(continued...)
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Evidence of “objective indicia of non-obviousness,” also known as “secondary
considerations,” rﬁust’ be considered in evaluating the obviousness of a claimed invention, But the '
existence of such evidence does not control the obvioﬁsness determination. A court niust consider
all of the evidence under the Graham factors before reaching a decision on obviousness.'® In order
to accord objective evidence substantial weight, its proponent must establish a nexus between the
evidence and the merits of the claimed invention, and aprima facie case is generally made out “when
~ the patentee shows both that there is commercial success, and thaf the thing (product or method) that
is commerciélly successful is the invention disclosed and claimed in the patent.”'** Once the pétentee
has made a prima facie case of nexus, the burden shifts to the challenger to show that the commercial
success was caused by “éxtraneous factors other than the patented invention, such as advertising,
superior workmanship, etc.”'*

3 Writtén Description/Enablement, 35 U.S.C. § 112,91

Section 112, 9 1 of Title 35 requires that the specification describe the manner and process

of making and using the invention “in such full, clear, concise, and exact terms as to enable any

person skilled in the art to which it pertains, or with which it is most nearly connected, to make and

use the same.”

, 1e1.. contmued) ,
U.S. 1034 (1987) (wide acceptance and recognition of the invention).
- 192 Richardson-Vicks Inc., 122 F.3d at 1483-84.

163 Inre GPAC Inc.,57F.3d 1573, 1580 (Fed. Cir. 1995) (“GPAC”); Demaco Corp v. F. Von
Langsdorff Licensing Ltd., 851 F.2d 1387, 1392 (Fed. Cir. 1988), cert. denied, 488 U.S. 956 (1988)
(“Demaco™); Certain Crystalline Cefadroxil Monohydrate, Inv. No. 337-TA-293, Cormmssmn
Opinion (March 15, 1990),15 U.S.P.Q.2d 1263, 1270 (“Crystalline™).

1% 1d. at 1393. '
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The issue of whether a disclosure is enabling is a matter of law.'® “To be enablihg, the
specification of a patent must teach those skilled in the art how to make and use the full scope of the
claimed invention Without ‘undue experimentatiort.”"’66 “Patent protection is granted in return for
an enabling disclostlre of an invention, not for vague, intimations of general ideas that may er may
not be workable.”**” Although a specification need not disclose minor details that are well known
in the art, “[i]t is the specification, not the knowledge of one skrlled in the art, that must supply the
novel aspects of an invention in order to constitute adequate enablement,” and in so doing the
speciﬁcation cannot merely provide “only a starting point, a direction for further research.”’®® On
the other hand, “[i]t is not fatéllv if some experimentation is needed, for the patent document is not
intended to be a production specification.”® “Undue experimentation” is “a mater of degree” and
“not merely quantitative, since a considerable amount of experimentation is permissible, if it is
merely routine; or if the speciﬁcétion in question provides a reasonable amount of guidance with
respect to the direction in which the experimentation should proceed ....”'™

It is well-settled that in order to be enablmg under Section 112, “the patent must contain a

description sufficient to enable one skilled in the art to make and use the full scope of the claimed

165 dpplied Materials, Inc. v. Advanced Semiconductor Materials America, Inc., 98 F.3d
1563, 1575 (Fed. Cir. 1996) (“4pplied Materials™). t

1% Genentech, Inc. v. Novo Nordisk, A/S, 108 F.3d 1361, 1365 (Fed. Cir. 1997)
(“Genentech”). : :

167 Id. at 1366.

168 Id

1 Northern Telecom, Inc. v. Datapothorp 908F 2d 931,941 (Fed. Clr 1990) (“Northern
Telecom™).

' pPG Industries, Inc. v. Guardian Industries Corp., 75 F.3d 1558, 1564 (Fed. Cir. 1996)
(“PPG Industries”.
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invention.”"”! Sebtion 112 requires that the scope of the claims must bear a reasonable correlation
to the scope of enablement provided by the specification to such persons.'”
4. Indefiniteness
Claims must “. . . particularly point[ ] out and distinctly claim[ ] the subject matter which the
applicant regards as his invention.”"”* When “means plus function” language is used in the claims,
:the specification must set forth “adéquate disclosure showing what is meant by that language.”"”*
Claim indeﬁniténéss under Section 112, 9 2 is a question of law.'”

“[I]f the claims, read in li ght of the specification, reasonably apprise those skilled in the art
both of the utjlizatién and scope of the invention, and if the language is as precise as the subject
matter permits, the courts can demand no more.”'” Further in this connection, the Federal Circuit
has observed:

We have not insisted that claims be plain on their face in order to avoid

condemnation for indefiniteness; rather, what we have asked is that the claims be

amenable to construction, however difficult that task may be. If a claim is insolubly
ambiguous, and no narrowing construction can properly be adopted, we have held the

claim indefinite. If the meaning of the claim is discernible, even though the task may
be formidable and the conclusion may be one over which reasonable persons will

" United States v. Teletronics, Inc., 857 F.2d 778, 785 (Fed. Cir. 1988) (“Teletronics™); see
also Amgen, Inc. v. Chugai Pharmaceutical Co., Ltd., 927 F.2d 1200, 1213 (Fed. Cir. 1991)
(“Chugai”) (inventor’s disclosure must be “sufficient to enable on skilled in the art to carry out the
invention commensurate with the scope of his claims”).

172 Application of Fischer, 427 F.2d 833, 839 (C.C.P.A. 1970) (F zscher”)

m35U.8.C.§112,92.

' In re Donaldson, 16 F.3d 1189, 1195 (Fed. Cir. 1994) (“Donaldson™).

17 Exxon Research and Engineering Co. v. U.S., 265 F.3d 1371, 1376 (Fed. Cir. 2001)
(“Exxon Research™); Union Pacific Resources Co. v. Chesapeake Energy Corp 236 F.3d 684,692
(Fed. Cir. 2001) (“Union Pacific”). ,

- 1" Shatterproof Glass Corp. v. Libby-Owens-Ford Co., 758 F.2d 613, 624 (Fed. Cir. 1985),
cert. dismissed, 474 U.S. 976 (1985) (“Shatterproof Glass™); accord, Hybritech, Inc. v. Monoclonal
Antibodies, Inc., 802 F.2d 1367, 1385 (Fed. Cir. 1986), cert. denied, 480 U.S. 947 (1987)
(“Hybritech™).
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disagree, we bave held the claim sufficiently clear to avoid invalidity on
indefiniteness grounds.'”

‘;By finding claims indefinite only if reasonable efforts at claim construction prove futile,” the
Federal Circuit continued in Exxon Research, “we accord respect to the statutory presumption of
patent validity.”"”® In this regard, where claims on their face cover various methods that produce
widely varying and non-overlapping rcsults such that they"“fail to put competitors on notice of the

limits of the claimed invention, so that they may fairly know the point at which their activities may

begin to pose a serious risk of infringement,” those claims are indefinite under Section 112, §2."

IV.  The ‘463 Patent
A. Claim Censtruction
1. Asserted Claims
The asserted claims read as follows (with the first instance of the disputed teﬁns highlighted
in italics):

1. A process for the chlorination of sucrose-6-esters to produce &', 4,1'-trichloro-sucrose-6-
esters which comprises the steps of’

(a) adding at least seven molar equivalents of an acid chloride to a reaction mixture
containing a sucrose-G6-ester and a tertiary amide to form a chloroformiminium chloride salt
in the presence of said sucrose-G-ester, whereby the chloroformiminium salt forms an O-
alkylformiminium chloride adduct with the hydroxyl groups of the sucrose-6-ester; '

(b) subjecting the reaction mixture product of step (a) to an elevated temperature not higher
than about 85 °C. for a period of time sufficient to produce a mixture of chlorinated sucrose-
6-ester products consisting essentially of monochlorosucrose—d—ester 4, 6 "-dichlorosucrose-
6-ester, and 1',6" dlchlorosucrose-6—ester and

17" Exxon Research, supra, 265 F. 3d at 1375 See also Energzzer Holdmgs Inc.v. Int’l Trade
Comm'n, 435 F.3d 1366 (Fed. Cir. 2006) (“Energizer”).

178 Id .
1% Certain Polyethylene Terephthalate Yarn and Products Containing Same, Inv. No. 337-
TA-457, Commission Opinion at 18, 2002 WL 1349938 (U.S.I.T.C., June 18, 2002) (“Pet Yarns™).
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(c) subjecting the reaction mixture product of step (b) to an elevated temperature of at least
about 100 °C. but not higher than about 130 °C. for a period of time sufficient to produce a
chlorinated product comprising predominantly 1',4,6'-trichlorosucrose-6-ester.

2. The process of claim 1 wherein said tertiary amide contains an N-formyl group.

3. The process of claim 2 wherein said tertiary amide is N,N-dimethylformamide.

16.  The process of claim 1 wherein the sucrose~6-ester is sucrose-6- benzoate or sucrose-6-
acetate.

17.  The process of claim 2 wherein the sucrose-6-ester is sucrose-6-benzoate or sucrose-6-

acetate.

18.  The process of claim 3 wherein the sucrose-6-ester is sucrose- -benzoate or sucrose-6-
acetate.

2. Disputed Claim Terms - Clajm 1
| a. Step (a)
(1) “adding”

Complainants assert that the claim term “adding” should be construed by its ordinary
meaning, which does not require that the reagents be added in any particular order.'® Staff agrees
with Complainants that “adding” does not require a particular order of addition.'®' Respondents do
not construe the«term “adding” separately from the entire phrase “adding at least seven molar
equivalents of an acid chloride to a reaction mixture containing a sucrose-6-ester and a tertiary
amide,” which Respondents construe as “aﬁ amount of acid chloride that is at least seven molar

equivalents of the amount of a sucrose-6-ester is added to a mixture containing both the sucrose-6-

10 CIB 38-41.
181 STB 34; SRB 3-4.
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esterand a tertiary amide.”"®? In sum, Respondents’ construction asserts that the claimterm “adding”
requires a specific order of addition.

In support, Complainants cite to the dictionary definition of “adding.”** Complainants also
cite to the specification that provides examples that use both orders of addition. In particular,
Complainants cite to Exampleé 7 and 13.184 Complainants counter Respondents’ arguments that
Example 7 is not applicable.'® Complainants also counter Respondents’ arguments in regard to the
tests performed with different orders of addition because the tests were not reliable as other variables
may account for the different reaction results.'%

Respondents érgue that the plain language of the élaim states a specific order of addition to
a specific mixture because the claim reads “adding . . . an acid chloride o a reaction ’mixture.””‘?
Respondents assert that the specification and prosecution history confirm that the claim is limited
to a particular order of addition.’®® Respondents assert that the patentees’ own documents confirm
that “adding . . . to” requires a certain order of addition.'*® Respondents also assert that the inventors

distinguished the prior art Mufti patent based on the claimed order of addition.'® Rcspondents

18 RIB 20; RRB 7-8.

'¥ CIB 39 citing THE AMERICAN HERITAGE COLLEGE DICTIONARY (3d ed. 1993); CRB 10.

1% CIB 39 citing CX 621CR (Crich Direct Redacted) at Q. 140; CFF 5.B.8-5.B.15; CRB 9-
10.

18 CRB 10-11; 13.

13 CRB 11-12.

17 RIB 20 (emphasis in original); RRB 7. ' ‘

18 RIB 21 citing JX-1 (the ‘463 patent) at col. 4:38-48 and JX-6 (the ‘463 prosecution
hlstory) at 319.

18 RIB 21 citing RFF 2.138.

19 RIB 22-23 citing JX-6 (the ‘463 prosecution history) at 320-21.
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counter Complainahfs’ reliance on Example 7 in the specification because Respondents assert that
Example 7 does not actually cover the claimed method.™

Staff agrees with Complainants that Examplé 7‘covers the claimedmethod’ and also cites to
Example 5 in ,supbort.'” Staff also asserts that statements made by the inventors, as well as
arguments made during tﬁe prosecuﬁon history, do not constitute a clear disclaimer of the ordinary
meaning of the term “adding.”*

The undersigxled finds COmplainanfs’ and Staff’s arguments to be persuasive. There is no
dispute regarding the ordinary mea:nihg of the term “adding.” And there is nothing in the claim term
itself that re‘quires‘ the addition to be in a particular order. The speciﬁcation‘ supports ﬂxis
construction, which includes examples of both orders of addition.® While adding the chemicals in
a different order of additibn may affect product yields, making one particular order of addition
preferable, the claim language itself does not limit the order of addition.'”” Furthermore, the
undersigned finds that the inventors did not specifically disclaim ahy particular ofder of addition‘
to overcome the pﬁor art. |

Accordingly, the undersigned construes the term “adding” as not requiring any particular
order of additioﬁ.
2) “at least seven molar equiva'ilents”’

Complainants assert that there does not appear to be a specific dispute about the meaning of

the claim term “at least seven molar equivalents,” but that Respondehts are attempting to combine

191 RIB 23-24.

192 SIB 35; SRB 4.

193 SIB 36.

19 See JX-1 (the ‘463 patent), Examples 5,7,and 13

195 RX-267C (Athens status report); RX—641CR (Baker Rebuttal) at Q. 71.
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this limifation with a different limitation in step (a)’. Thekfore, Complainants argue that, in order

to avoid confusion,ftﬁe meaning of “seven molar equivalents” should be construed as “seven moles

-of acid chloride are added for each mole of the sucrose-6-ester.”'*® Neither Respondents nor Staff
address this claim limitation or dispute this construction.

| As there appears to be no dispute regarding this claim term, “least seven molar equivalents”

is hereby construed as “seven moles of acid chloride are added fér each mole of the sucrose-6-ester.”

(3)  “acid chloride” |

Complainants assert that the claim term “acAid"chloride” should be c.onstrued by its ordinary

meaning, or a substance that is formed formally by the replacement of an OH group in an acid by a

chlorine atom.'?” Staff agrees with Complainants that an acid chloride is simply an acid in which a

18 Respondents agree with

hydroxyl (-OH) group has been replaced with a chlorine atom.
Complainants and Staff on the ordinary meaning of an acid chloride, but assert that the acid chloride
must be different than the chloroformiminium chl.oride salt.’”?

Complainants assert that all of Respondents’ experts agreed with Dr. Crich’s deﬁhitioh of
an acid chloride.’200 Complainants argue that there is no dispute asto the ordinary meéning of an acid
chloride and that the issue is whether the ‘463 patenf redeﬁhes acid chloride to have a different

meaning. According to Complainants, nothing in the prosecution history contradicts the ordinary

meaning of acid chloride.”®’ Asto Respondents’ narrower definition of acid chloride, Complainants

196 CIB 41-42 citing CFF 5.B.25-5.B.27.
197 CIB 42 citing CFF 5.B.29; CX-621C~R (Crich Direct Redacted) at Q. 155
1% SIB 37; SRB 4-5.
1% RIB 26; RRB 8-9.

- 20 CIB 43citing Hanessian, Tr. 1599; RX-828C (Fraser—Reld Rebuttal) at Q. 23.
2 CIB 43-44.
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_argue that their list does not even include all of the examples of acid chlorides recited in the ‘463
patent because it does not include phosgene iminium chloride, the acid chloride used in Example
7.2 |

While Staff agrees With Complainants that an acid chloride should be construed ’as a
substance in which one or ﬁoré hydroxyl (-OH) groups of an acid is replaced by chlorine, Staff
disagrees with Complainants as to the application of the deﬁnition. According to Staff, when the
ordinary meaning of the claim is read within the context of the élairn, specification, and prosécution
history, it is clear that the acid chloride must be capable of reacting with the tertiary amide to form
a chloroformiminium chloride salt. Specifically, Staff asserts that the acid chloride must be different
from the claimed chloroformiminimn chloride salt.”®’

Respondents assert that they agree that the acid chlorides listed in the specification is a non-
exclusive list. Respondents argues, however, that the claim does not cover every possible acid
chloride that can exist e_lnd should be limited to acid chlorides that react with a tertiary amide to form
a chloroformiminium chloride salt. According to Respondents, the pafent specifically defines an
acid chloride as something that is different from a chloroformiminium chloride salt.?**

The undersigned finds there is no dispute between thé parties regarding the ordinary meaning

of the term “acid chloride.” 2* As to the issue of whether the acid chloride must be different from

the chloroformiminium chloride salt, that issue will be addressed separately below.

202 CIB 42-43.

203 SIB 38; SRB 4-5.

204 RRB 9 citing JX-1 (the ‘463 patent) at col. 2:30-37; 4:8-14. :

2% CX-621C-R (Crich Direct Redacted) at Q. 155; Hanessian, Tr. 1599; RX-828C (Fraser-
Reid Rebuttal) at Q. 23.
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Accordingly, the undersigned construes the term “acid chloride” asa subétance in which one

or more hydréxyl (-OH) groups of an acid is replaced by chldrine.
“4) “sucrose-6-ester”

Complainants assert thatthe claim term‘ “sucrose-6-ester” should be construed by its ordinary
meaning, whichis thatitisa mono-eéter, or has a single ester group on the 6-position.”” In support,
Complainants cite to Figure 3 in the ‘463 patent.””” According to Complainants, a sucrose-6—estef
does not include a sucrose-penta-ester, which has five ester groups.2® Respondents agree with
Complainahts’ construction of sucrose-6-ester.’” Staff agrees w1th the private parties that a sucrose-
6-ester is a mono-ester of the sucrose molecule where the ester group is on the 6 position, which does
not include a sucrose-penta-ester.”'® | |

As there appears to be no dispute regarding this claim term, “sucroﬁe—ﬁ-ester” is construed |
as a mono-ester of the sucrose molecule where the ester group is on the 6 position, which does not
include a sucrose-penta-ester.

(5)  “tertiary amide”
Complainants assert that the claim term “tertiary amide” should be cohstrued by its ordinary

meaning which is not in dispute. For example, the “463 patent identifies anumber of tertiary amides,

206 CIB 44.

27 CIB 44 citing JX-1 (the ‘463 patent) at Fig. 3; col. 5:10-11.

%8 CIB 44 citing CFF 5.B.61-5.B.-64; CX-621C-R (Crich Direct Redacted) at Q. 166.

?® RRB 11. Respondents refer to the following definition provided by Complainants “[t]he
“463 Patent defines a *sucrose-6-ester” as a sucrose molecule in which the seven positions other than
the 6-position remain hydroxyl groups.”

210 SIB 44.
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including DMF , which is prefeﬁed.z" Neither Respondents nor Staff address this claim limitation
or dispute this bonstmction. |

As there appears to be no dispute regarding this claim term, “tertiary amide” iS hereby
construed by its ordinary meaning.

(6) “to form a chloroformiminium chloride salt in the
presence of said sucrose-6-ester”

Complainants éssért that the claim teﬁn “to form a chloroformiminium chloride salt in the
presence of said sucrose-6-ester” should not be construed to require that the chlofofonniminium
chloride salt be formed via a direct reaction sequence between the tertiary amide and the acid
vchloride."12 Respohdents assert that the acid chloride must react with the tertiary amide to form a
chloroformiminium chloride salt in the presence of a ksucrose-6~ester.2‘3 Staff agrees with
Respondents that the acid chloride must react with the tertiary ﬁmide in the presence of the sucrose-

' 6-ester to form a chloroformiminium chioride salt.?™*

According to Complainants, »there is nothing in ‘the language that requires that the
chloroformiminium chloride salt be formed via a particular reaction sequence. Infact, Coinplqinants
- assert that in Example 13 the chloroformiminium chloride salt is formed indirectly via the
decomposition of the thionyl chloride/DMF adduct.?"’

Respondents assert that the claim langﬁage clearly states that the acid chloride must react

with a tertiary amide to form a chloroformiminium chloride salt, as shown as structure 2 of Fig. 2

211 CIB 45 citing JX-1 (the ‘463 patent) at col. 5:53-55.
212 CIB 45; CRB 13-14.

23 RIB 26.

214 Q1B 40.

215 CIB 48-49 citing CFF 5.E.446; CRB 14.
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of the ‘463 patent.2'¢ According to Respondents, during prosecution, the inventors asserted that a
key featuré of the invention was the formation of a chloroformiminium chloride salt by the feaction
between a teftiary amide ahd an acid chloride in order tb overcome certain prior art.*'”

- Staff asserts that the speciﬁcation, prosecution history, and understanding of those of
ordinary skill in the art support its position.”'® Staff also asserts that, even if one of ordinary skill
in the art interprets the claim broadly 'enough to encomﬁass a situﬁtion where the acid chloride and
the tertiary amide do not first react with each other, that such an interpretation was clearly disclaimed
in the written description of the ‘463 patent and further disavowed during prosecution.?"®

The undersigned finds Respondents’ and Staff’s arguments to be persuasive. The patent '
specifically shows the reaction sequence in Fig. 2, where structure 2 represents a
chloroformiminium chloride salt that is generated by the feaction of an acid chloride, sqch.as

phosgene, with an N-formyl tertiary amide, such as DMF:*°

" Q o ; _
ok o s /" RCHaOM
vmﬂﬁzﬂ P M___M\“ ]
IR AT T o
" ’ C1* e ROHRCE +
o s - FIG-2

216 RIB 26-27 citing RFF 2.163, 2.159-2.160; JX-1 (the ‘463 patent) at col. 4:4-6, 24-28.

217 RIB 26-27 citing JX-6 (the ‘463 prosecution history) at 320.

218 SIB 40 citing Fraser-Reid, Tr. 1846-48; Crich, Tr. 863; SRB 5-6.

219 SIB 42-44 citing JX-1 (the ‘463 patent) at col. 4:40-50; 5:31-34; JX-6 (the ‘463
prosecution history) at 6/12/90 Office Action Response at 4).

220 See JX-1 (the ‘463 patent), Fig. 2.
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The reﬁmﬁremenf that the acid chloride must react with the tertiary amide in the presence of the
sucrose-6-ester to form a chloroformiminium chloride salt is further supported by the épeciﬁcation.m
In addition, the undersigned agrees that any broader interpretation was specifically disclaimed during
prosecution in order to overcome prior art.”

Accordingly, the undersigned construes the term “to form a chloroformiminium chloride salt
in the presence of said sucrose-6-ester” to requir¢ the aéid chloride to react with the tertiary amide
in the presence of the sucrose-6-ester to form a 6hloroformiminium chloride salt.

) “whereby the chloroformiminium salt forms an O-
alkylformiminium chloride adduct with the hydroxyl
groups of the sucrose-6-ester”

Complainants assert that the claim term “whereby the chloroformiminium salt forms an O-
alkylformiminium chloride adduct with the hydroxyl groups of the sucrose-6-ester” should be
construed as not requiring the fonnatibn of O-aikylfonniminium chloridé adducts on all seven of the
available hydroxyl groups of the sucrose-6-ester.”” Staff agrees with Complainants that adducts do

24 Respondents assert that the

not necessarily have to be formed with all seven hydroxyl groups.

claim should be ’construed to require the chlorofoﬁniminium chloride salt to subsequently form an

O-alkylformiminium chloride adduct with all of the hydroxyl groups of the sucrose-6-ester.”?*
Complainants assert that the claim language itself does not require “all” of the seven

- hydroxyl groups to form O-alkylformiminium chloride via the reaction with the chloroformiminium

chloride salt . Complainants assert that Respondents’ experts agreed that this step does not require

21 See JX-1 (the “463 patent) at col. 4:40-50; 5:31-34.
222 See JX-6 (the ‘463 prosecution history) at 320.

23 CIB 45; CRB 14-16. :

224 SIB 44-45; SRB 6-7.

25 RIB 27-28; RRB 13-14.
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that all seven hydroxyl groups be converted into O-alkylformiminium chloride adducts.?’
Complainants also counter Respondents arguments regarding dependent claim 8, becausé: that éla;im
refers to step (c) of claim 1, ;'athef than step (a) of claim 1.2
Respondents assert that the claim refers to “the hydroxyl grbups” and therefore, tﬁat it must
be referring to all of the hydroxyl groups on the sucrose-6-ester. F urthermore; Respondgnts asserts
that the use of the word “the” before “hydroxyl groups” is a definite article that, in claim drafting,
refers to an eleméht previously referred to in the claim.”*® Respondents cite to the specification as
support”® Respondents further refer to testimony from Complainants’ employees that in
Complainants; manufacturing process, all seven hydroxyi groups form adducts.”®® Respondents also
argue that dependent claims 7-9 and 22-24 support their position because the dependent claims can
" be no broader than the claim from whiCh they depend.®' Respondents counter Complainants’
citation to Respondents’ experts testimony as misleading.*?
‘While Staff agrees with Respondents that the definite article of the phrase “the hydroxyl
groups” implicitly find an antecedent basis in the seven free hydroxyl groups that are inherent to the
sucrose-6-ester, Staff does not agree that it necessarily follows that the formation of the O-

alkylformiminiﬁm chlorine adduct must be with all seven of the free hydroxy! groups.”* In support,

26 CIB 45-46 citing CFF 5.B.94-97; 5.B.102-103; Baker, Tr. 1458-60; Hanessian, Tr. 1585-
89; CRB 16.
1 CIB 47 citing CFF 5.B.104-105; CRB 16-17.
228 RIB 28.
29 RIB 29. ~
23 RIB 30-31; RRB 14.
B RIB 31-32.
22RRB 13-14.
23 SIB 45-46 citing Baldwin Graphzc Sys. v. Sxebert Inc., 512 F.3d 1338, 1342-43 (Fed. Cir.
2008) (“Baldwin Graphic”).
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Staff cites to,Respoﬁdents’, experts who testify fhat adducts only need to be fortned with three of fhe
~ hydroxyl groupS m order to carry out the claimed process.”*

The undersigned finds Complainants’ and Staff’s arguments to be persuasive. The use of the
word “the” before “hydroxyl groups™ does not, by itself, require that all’ seveh of the hydroxyl groups
fc;mi adducts.”®® As there is nothing in the claim language itself, or the specification or the
prosecution history that indicates that the inventors intended adducts be formed on all seven
hydroxyl groups, Respondents’ arguments are rejected.

Accordingly, the undersigned construes the term “whereby the chloroformiminium salt forms

an O-alkylformiminium chloride adduct with the hydroxyl groups of the sucrose-6-ester” as not

234 SIB 46-47 citing Baker, Tr. 1457; Hanessian, Tr. 1583.

- 2 See Baldwin Graphics, supra (“[t]his court has repeatedly emphasized that an indefinite
article 'a' or 'an' in patent parlance carries the meaning of 'one or more' in open-ended claims
containing the transitional phrase 'comprising." XCJ Corp. v. Kinetic Concepts, Inc.,223 F.3d 1351,
1356 (Fed. Cir. 2000). That "a" or "an" can mean "one or more" is best described as a rule, rather
than merely as a presumption or even a convention. The exceptions to this rule are extremely limited:
a patentee must "evince[] a clear intent" to limit "a" or "an" to "one."” Id. The subsequent use of
definite articles "the" or "said" in a claim to refer back to the same claim term does not change the
general plural rule, but simply reinvokes that non-singular meaning. An exception to the general rule
that "a" or "an" means more than one only arises where the language of the claims themselves, the
spec1ﬁcation, or the prosecution history necessitate a departure from the rule. See, e.g., Abtox Inc.
v. Exitron Corp., 122 F.3d 1019 (Fed. Cir. 1997); Insituform Techs., Inc. v. Cat Contracting, Inc.,
99 F.3d 1098 (Fed. Cir. 1996).

This record does not contain a clear indication that the applicant departed from the general
rule for the article "a." Nothing in the claim language, specification, or prosecution history compels
an exceptional reading of "a" in this case. The district court erred by misapplying the term "said
fabric roll" later in the claim and the phrase "in intimate contact with the fabric roll" in the
specification. Initial Order, 2005 U.S. Dist. LEXIS 15527, at *14. As noted above, the use of a
definite article ("said" or "the") to refer back to an initial indefinite article does not implicate, let
alone mandate the singular. Because the initial indefinite article ("a") carries either a singular or
plural meaning, any later reference to that same claim element merely reflects the same potential
plurality. In grammatical terms, the instances of "said fabric roll" in the claim are anaphoric phrases,
referring to the initial antecedent phrase. Because the initial phrase carries no definitive numerosny,
the anaphoric phrases do not alter that meaning in the slightest.”) ‘
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requiring the formation of O-alkylformiminium chloride adducts on all seven of the available
hydroxyl groups of the sucrose-6-ester.

b. Step (b)

(1)  “subjecting the reaction mixture product of step (a) to an
_elevated temperature not higher than about 85°C”

Complainants assert that the claim term “subjecting the reaction mixture produét of step (a)
to an elevated temperature not higher than ébout 85°C” in step (b) should not be conétrued as
requiring a discrete heéting step that is separate and distinct from the heating in step (‘c).236 Staff
agrees with Complainants that the claim language doés not inherently require the heating in step (b) |
to “plateau” or be “held” at one particular‘ temperature below 85°C for a period of time.”’
Respondents assei't thatv step (b) of claim | is a discrete, separate, and distinct steplfrom the heating
performed in step (c) of claim 1.2*

Complainants assert that there is nothing in the claim language itself that requires the heating
in step (b) to be separate and distinct from that of step (c). According fo Complainants, adopting
Respondents’ claim construction would exclude the preferred embodiment, along with multiple
examples in the ‘463 patem, which éll utilize a gradient heating profile without any plateaus or hold
times.”® Complainants aiso assert that the proseCution histofy does not disclaim a gradient heating

rofile.* According to Complainants, Respondents are relying on a misinterpretation of the
p Sp ying p

inventors’ argument to the examiner on “stepped heating” to distinguish the prior art. Complainants

26 CIB 49.

%7 SIB 50; SRB 7-8.

Z8RIB 33. ’ ‘

% CIB 49-50 citing CFF 5.B.153-58, 5.B.160-61; CRB 19.
0 CIB 51-52.
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assert that the inve‘ntors’ were merely pointing out that éhlorination is ‘carried‘ out in distinct phases |
at different temperatures, therefore referring to incremental chlorination, not incremental heating
step.?! “’

Respondents assert that step (b) includes three parts: (1) that step (b) must fesult in a mixture
of three separate and distinct ¢hlorinated sucrose-6-ester products, including a monochlorosucrose-6-
ester, 4,6'-dichlorosucrose-6-ester, and 1',6'—dichlorosucrose-G-ester; (2) that ’stepk(b) is a discrete,
separate and distinct step from the heating performed in step (c); and (3) that at the end of step (b),
substantially all of the sucrose-6-ester has been converted to monochloro-sucrose-6-ester, 4,6'-
- dichlorosucrose-6-ester, and 1 ',6’-dich]orosucrosé-6-es£ers, where little or no trichlorination or higher

Jevels of chlorination have occurred.?*? |
According to Respondents, a central focus of the invention is that the chlorination reaction
proceeds intwo sepafate, discrete heating steps where the temperature is maintained for a period of
time at or below 85v9C to produce the claimed mixture of chlorinated intermediates. Respondents
assert that the patent discloses: (1) a reaction mixture i’s heated at a temperature of not higher than
85°C and is maintained at this temperature for a period of time sufficient to produée a mixture of
chlorinated sucrose-6-ester product [step (b)]; and (2) after the chlorinated products are formed, the
| mixture is heated to a higher temperature of about 100-130°C [step (¢)].** In support, Respondents
cite to the specification which refers to an “incremental” chlorination approach.”* Furthermore,

Respondents argue that during prosecution, the inventors argued that the prior art did not teach a

231 CRB 19-20 citing CFF 5.B.185-189.

242 RIB 33-34.

243 RIB 34-35 citing JX-1 (the ‘463 patent) at col. 22: 32-35, 39-43; RRB 15.
24 RIB 35 citing JX-1 (the ‘463 patent) at col. 4:55-59.
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mefhod where the reaction is carried out in phases at increasing temperatures, theréby distinguishing
the prior art.** Respondents’ counter Complainants’ argument as to this claim construction not
covering certain embodiments because claims need be interpreted to encompass every single
example in a patent.** |

Staff asserts that the indeﬁnite article “an,” which refers to “elevated temperature” in this
~ claim term, is propérly interpreted to mean “one or more temperatures” that fall within the claimed
range.?” Therefore, Staff asserts that subjecting the reaction mixture to “an elevated temperature”
can refer to a continuous range of temperatures through a rampedheatihg process. According to
Staff, the only requirement is that the heating must bé controlled at an appropriate rate to produce
the required mixture of chlorinated sucros¢~6-ester products before the temperature reaches 85 °C. 2
Staff cites to the specification in support. F urthelfmore, Staff asserts that the comments made during
prosecution do not constitute a clear disclaimer of a ramped heating process.**

The undersigned finds Complainants’ and Staff’s arguments to be persuasive. While the
claim is written into two steps, there is nothing in the claim language itself that requires the heating
in step (b) to be separate and d‘istinct from that of step (c). The preferred embodiment of the ‘463
patent describes the heating profile usihg a temperature gradient and further states that there are no

particular advantages in using discrete incremental heating steps.?* If the undersigned were to adopt

Respondents’ claim construction, it would exclude the preferred embodiment which is rarely, if ever

25 RIB 35-36 citing JX-6 (the ‘463 prosecution history) at 321.

%6 RIB 37 citing Sinorgchem Co. v. U.S. Int’l Trade Comm’n, 511 F.3d 1132, 1 138 (Fed. Cir.
2007) (“Sinorgchem’); Rheox, Inc. v. Entact, Inc.,276 F.3d 1319, 1327 (Fed. Cir. 2002) (“Rheox”).

%7 SIB 50 citing Baldwin Graphics, supra; KCJ, 223 F.3d at 1356.

248 :

SIB 50.
249 QIB 51-52.
230 1X-1 (the ‘464 patent) at col. 7:9-17.
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éorrect.” ! Furthermc)fe, the undersigned finds ﬁlat the inventors did not make a clear disclaimer of
aramped heating process in order fo overcome prior art because patentability was asserted based on-
the production of mono- and dichlorosucrose-6-esters at a lower temperature before trichlorination
occurs.??

‘Accordingly, the undersigned construes the term “subj ecting the reaction mixture product of
step (a) to an elevated temperature not higher than about 85°C” as not requiring a discrete heating
step that is separate and distinct from the heating in step (c).> |

(2 “a mixture of chlorinated  sucrose-6-ester products
consisting essentially of monochlorosucrose-6-ester, 4,6'-
dichlorosucrose-6-ester, and 1',6'-dichlorosucrose—6-e§ter”

Complainants assert that the ciaim term “a mixture of chlorinated sucrose-6-ester products
consisting essentially of monochlorosucrose-6-ester, 4,6"-dichlorosucrose-6-ester, and 1',6'-
dichlorosucrose-6-ester” should be construed as a mixture of monochlorinated sucrose-6-esters, 4,6'-
dichlorosucrose-6-ester, and 1',6'-dichlorosucrose-6-ester, where little or no trichlorination or higher
chlorination has occurred.** Responcients appear to agree with this construction, but emphasize that
at the end of step 4(b), the claim requirés substantially all of the sucrose-6-ester to have‘ been

converted to mono- and dichlorosucrose-6-esters where little or no further chlorination has

‘occurred.””® Staff agrees with Respondents that the claim requires substantially all of the sucrose-6-

5! Vitronics, 90 F.3d at 1583-34.

252 See JX-6 (the ‘463 prosecution history) at 321.

253 Staff also addresses the claim construction of “about 85°C.” According to Staff, this
should be construed to mean 85+5°C. SIB 54. As none of the private parties addressed this claim
limitation, the undersigned adopts Staﬁ’ s claim construction for “about 85°C,”

24 CIB 52-53.

35 RIB 37-38.
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ester initially present in the reaction mixture of step (a) to be converted into a’chlprin’ated sucrose-6-
estér product in step (b).**

Complainants assert that Respondents’ and Staff’s claim construction misses a fundamental
aspect of the ‘463 patent. According to Complainants, formation of chloroformiminium salt
acsording to the ‘463 process provided a commercially practical means for achieving the milder
chlorination conditions that enabled a phased chlorination through mono- and dichlorinated species,
followed by controlled heating to achieve the trichlorinated species, while minimizing over-
chlorination that generates undesirable tstrachlorinated by-products. Corﬁplainants assert thét
Respondents’ and Staff’s construction is not realistic because one of ordinary skill in the art would
recognize that other products are formed.” In support, Complainants cite to various yields
percentages in the patent, none of which come close to 100%.>**

Respondents assert that the claim language is clear, which requires substantially all of the
sucrose-6-ester at the end of step (b) to be converted to mono- and dichlorosucrose-6-esters, where
little or no further chlorination has occurred. According to Respondénts, if Dr. Crich’s interpretation
were adopted, the claim would be satisfied if only 0.1% of the sucrose-6-acetate had chlorinated

‘below 85°C, which would be nonsensical. > Furthermofe, Respondents assert that each of the three
compounds formed must be detected and that the existence of a few molecules of these compounds

does not satisfy the claim limitation,?*

26 SIB 55.

37 CRB 21.

258 CRB 21-22 citing JX-1 (the ‘463 patent) at col. 10: 48-53 14: 60 18:52.
29 RIB 38 citing Crich, Tr. 1013-15.

260 RIB 34; RRB 16.
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Staff asserts that Fi gures 4 and 5 of the patent support its construction requiring substantially
all of the sucrbse-—6—ester to be converted to mono- and dichlorosucrose-6-ester at the end of the ﬁrsf
heating step.”*' thermdre, Staff asserts that sequential chlorination is one of the allegedly novel
features of the invention, which the inventors discussed during prosecution in order to overcome
priorart.®? Asto R‘e'spondents’ argument that the three compounds must be detected, Staff disagrees
with Respondents that there must be commercially significant amounts of the claimed compound.*®?

Complainants also countér Respondents’ new “detectable” limitation. According to
Complainanfs, Respondents arguments should be rejected because they were not raised in the pre-
trial brief, in violation of Ground Rule 8.2.2 |

The undersigned finds Respondents’ and Staff’s arguments in regard to fhe “substantially éll”
limitation to be persuasive. The use of the word “consisting essentially of” suggests that the

inventors intended to inclﬁde the listed ingredients, but could also include unlisted ingredients that
do not materially affect the basic and novél properties of the invention.?® The presence of unreacted
sucrose-6-ester at the end of step (b) would affect the basic and novel characteristics of the claiméd
~ invention, which is to increase product purity and yield through sequential chlorination.?® The
undersi gﬁed rejects, however, Respondents’ argument that the claim requires a “detectable” amount

of chlorinated products to be present because this issue was not clearly raised in Respondents’

261 SIB 57 citing JX-1 (the ‘463 patent) at Figs. 4, 5; col. 16:30-68.
%62 SIB 57-58 citing JX-6 (the ‘463 prosecution history) at 6/12/90 Office Action Response
at4. ‘
263 SRB 8-9 citing SmithKline Beecham Corp. v. Apotex Corp., 403 F.3d 1331, 1335 (Fed.
Cir. 2005) (“SKB”). |
| %4 CRB 17-18. _
263 See PPG Indus. v. Guardian Indus. Corp., 156 F.3d 1351, 1354 (Fed. Cir. 1998) (“PPG
~ Industries II).
266 CX-621C (Crich Direct) at Q. 193; JX-1 (the ‘463 patent) at col. 2:16-3:3, 16:30-68.
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pretrial briefs. Accordingly, the undersigned construes the term, “a mixture of chlorinated sucrose-6-
ester prodﬁcts consisting essentially of monpchlorosucrose~6-ester‘,' 4,6'-dichlorosucrose-6-ester, and
'1',6"-dichlorosucrose-6-ester” as requiring substantially all of thé sucrose-6-ester to be converted into
a mixture of monéchlorinated sucrose-6-esters, 4,6'-dichlorosucrose-6-ester, and 1,6'-

dichlorosucrose-6-ester, where little or no trichlorination or higher chlorination has occurred.
c. 'Step (c): “subjecting the reaction mixture product of step (b) to
an elevated temperature of at least about 100°C but not higher
than about 130°C for a period of time sufficient to produce a
chlorinated product comprising predominantly 1',4,6'-

trichlorosucrose-6-ester”

Complainants assert that the claim term “subjecting the reaction mixture product of step (b)
to an elevated temperature of at least about 100°C but not higher than about 130°C for a period of
| ﬁme sufficient to produce a chlorinated product coniprising predominantly 1',4,6'-trichlorosucrose-6-
ester” should be coﬁstrued by its ordinary meaning. Specifically, Complainants assert that the major
or most predominant chlorinated sucrose-6-ester product at the end of step (c) must be 1',4,6'-
trichlorosucrose-6-ester.”’” Staff agreeé with Complainants that the term “predominantly” should
be given its ordim meaning, which only requires the trichlorosucrose-6-ester to be present in an
amount that is greater than any other chlorinated sucrose-6-ester.®® Staff also asserts that
“chlorinated product” should be construed as referring to chlorinated sucrose-6-ester that is made

according to the claimed process.”®” While Respondents also assert that this claim term should be

construed by its ordinary meaning, Respondents assert that predominately means more than 50%.°™

%7 CIB 53.
268 SIB 58.
269 SIB 58-59.
70 RIB 38-39.
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Complainants assert that Respondents are attempting to import a numerical value

requirement into the ordinary meaning of the term predominant. Complainants cite to the following

93, &6 »271

dictionary definition of “predominan " “most comxhon dr conspicuous; main or prevalent.
Therefore, Complainants assert that the claim only requirés that trichlorosucrose-6-ester be pfesent
in an amount that is greater than any other chlorinated sucrose-6-ester in the reac;tion mixture. As
to Respondeﬁts; argument that a “chlorihated product” may include products other than chlorinated
sucrose-6-esters, Complainants note that step (c) begins with‘ the “reaction mixture product of step
(b),” which is the chlorinated sucrose-6-ester products produced at the end of step (b).”” |

Respondents assert that, under Complainants’ cbnstructic)n, trichlorinated sucrose-6-esters
need not be the predominant product of step (c) as long as they are the predominant kchlorinated
sucrose-6-ester product present at the end of 5tep (¢). According to Respondents, this is a “results-
oriented construction” that is contrary to the plain language of the claim Which requires a chlorinated
product comprising predominantly 1',4,6'-trichlorosucrose-6-ester. Respondents argue that the term
“chlorinated product” is broader than “ chlorinated sucrose-6-ester.”?”

The undersigned finds Complainants’ and Staff’s arguments to be persuasive and agrees that
the ordinary meaning of the word “pfedominantly” does not mean more than 50%, especially when
there is a mixture of three products. Rather, predominantly simply means “main or prevalent.” In
addition, while the undersigned agrees that the term “chlorinated product” is broader than
- “chlorinated sucrose-6-ester,” the starting point in step. (c) come from step (b), which are the

chlorinated sucrose-6-ester products produced at the end of step (b).

1 CRB 22-23 citing CFF 5.B.231.
- 2 CRB 23 citing CFF 5.B.225.
273 RIB 38-39; RRB 16-18.
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Accordingly, the claim term “subjecting the reaction mixture product of step (b) to an
elevated témperature éf at least about 10d°C but not higher than about 130°C for a period of time
sufficient to produce a chlorinated product comprising ﬁredominantly 1',4,6"-trichlorosucrose-6-
ester,” is hereby cdnstrued as requiring 1',4,6'-trichlorosucrose-6-ester to be the most predominant
chlorinated sucrose-6-ester product at the end of step (c).

- B. Infringement |
| 1. GDFII

Complainants assert‘that GDFII’s process is described in CX-47C, CX-48C, CDX 1.23 and
CDX 1.24 as follows: the chlorination process begins by [ |

]; the solution is then [

]; the contents in the [

]; the mixture is {
] and then transferred to [ | K in the [
], the solution is [
] to complete the chlorination reaction; and, afterwards, [
| 1.2
GDFII does not appear to dispute the actual steps in its chlorination process, but disputes
Complainants’ characterization of certain steps, along with Complainants’ infringement allégations, ‘

which are set forth in more detail below.””

71 CIB 56 citing CFF 5.C.12-51, 70-98.
. 275 RIB 62. S
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Staff asserts that Complainants have not established, by a preponderance oftheevidence, tnat
any of the participating Respondents infringe the ‘463 patent either literally or under the doctrine of
equivalents. Specifically, Staff asserts that, under its claim construction, the evidence does not
support a finding that each of the Respondents utilize a process for manufacturing sucralose that
satisfies the following limitations: (1) step (a) of claim 1's requirement to form a chloroformiminium
chloride salt by the reaction of an acid chloride with a tertiary amide in the presence of sucrose-6-
ester, and (2) step (b) of claim 1's requirement to produce 1',6'-dichlorosucrose-6-ester by subjecting
the reaction mixture to a temperature below 85°C.>" |

Staff asserts that the evidence is insufficient to establish that a chloroformiminium chloride
salt is formed in the manner required by step (a) of claixn 1 by'GDFII, Changzhou Niutang, and JK

Sucralose because [

]277

Staff also asserts that the evidence is insufficient to establish that [

}caneven

be formed in the manner required by the ‘463 patent under any parties’ claim construction.?”®

276 SIB 60.
277 SIB 61; SRB 10.
78 SIB 61-62.
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a.. . Claim 1

(1)  Step(a)

Complainants assert that there is no dispute that [

‘] According to Complainants, the
[ | | ] if construed by its ordinary meaning.*”

Complainants assert that the remaining limitations of step (a) are also met because: (1)
Jand (2) thatupon [

] which is part of the [
]280
Complainants counter Respondents’ argument that a chloroformiminium chloride salt is
formed [ - ] because Changzhou Niutang filed a Chinese patent application
in 2003 that stated that a chloroformiminium chloride salt will be formed under these conditions.“‘
Complainants also counter Respondents’ alternative argument that [even if some chlorofonniminium :
chloride saltis formed [ | 1, it will not react to form O-alkylformiminium
chloride adducts, because it would reqt;ire placing seven positive charges on the sucrose-6-ester
’movlecule[ | ] Furthermore, Complainants counter Respondents’ argument

that [the chloroformiminium chloride salt is not formed in a direct reaction between [ ]

7 CIB 57-58; CRB 31-32.
280 CIB 58-59. |
281 CIB 60-61 citing CX-81 (Chinese patent 200310106025.1).
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[ Ea B | ] becaﬁse the ‘463 patent does not require

a “direct reaction.””*

GDFII asserts that its process does not meet this claim limitation because [

] GDFII also asserts that its process does not meet this claim limitation because
its process does not involve the formation of a chloroformiminium chloride salt, let alone in the
presence of a sucrose-6-ester, because [

: ]283

Staff asserts that there is no dispute that [

], which can be one of two possible structures depicted in

CDX-1.17:

<P
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%2 CIB 62-63; CRB 32-33.
23 RIB 63-65; RRB 23-27.
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Staff asserts that the issues which remain in dispute are: (1) whether |
] can be considered an “acid chloride,” (2) whether [
]formsa chldroformilhinimn chloride salt in the presence of sucrose-6-ester, and (3) whether
the chlorbformiminium chloride salt forms an O;alkylforrniminium chloride adduct with each ofthe

seven hydroxyl groups of the sucrose-6~ester,

 Astowhetherthe [ : }is considered an “acid chloride,” Staff asserts
that it depends on whether the [ Jislike structure 2 or structure 3 of CDX
1.17. According to Staff, if [ ] is like structure 2, it infringes, but if [ ]is like

structure 3, it doesn’t infringe because that structure is a chloroformiminium chloride salt and the
claim requires the chloroformiminium chloride salt and the acid chloride to be two different

materials. Although Staff asserts that there is no evidence as to which of these two structures is

actually formed in Respondents’ [ ] Staffappearsto Agree with Complainants
that this limitatikokn is met.?* |

As to whether the [ ] forms a chloroformiminium chloride salt
in the presence Qf sucrose-6-ester, Staff asserts that the evidence does not show that [ ]is

capable for further reacting with [ ], or with any other tertiary amide that may be present in the
reaction mixture containing sucrose-6-ester to form é chloroformiminium chloride salt as required
- in step (a). According to Staff, Complainants have presented no test data to show the formulation
- of chloroformiminium chloﬁcie saltin any of Respondenté’ in-process samples. Rather, Staff asserts
that Complainants merely rely upon Dr. Crich’s conclusory theories about the [ | | ]

While Staff agrees with Complainants that there is some support for Dr. Crich’s _theoriés, Staff

2% SIB 65-67; SRB 10-11.
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asserts that even if chlofofonniminimn chloride salt is inherently formed in Respondents’
chlorination process, then Dr. Crich’s testimony is insufficient becaﬁse he never testified that [

] undergoes further reaction with [ ] in the presence of sucrose-6-ester. Rather, Staff
asserts that Dr. Crich merely stated that [ ] decomposes into the chloroformiminium chloride
salt. Therefore, Staff asserts that the claim limitation is not met because the claim requires a direct
reaction of an acid chloride with a tertiary amide and that the decomposition of an intermediate is
 not sufficient.” |

Staff also submits that, with respect to [

]286

As to whether the chloroformiminium chloride salt forms an O-alkylformiminium chloride
adduct with each of the seven hydroxyl groups bf the sucrose-6-ester, Staff asserts that, under proper
:claimconstruction, the claim does not require the formation of O-alkylformiminium chloride adducts
with each of the seven hydroxyl groups of the sucrose-6-ester.?*’” Based on the evidence, Staff asserts

- that the evidence shows that |

]288

5 SIB 67-72; SRB 11.

286 SIB 72-73.

%7 SIB 74-75.

8 SIB 76-77; SRB 11-12.
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Staffagrees that there does not appear to be any dispute that [

] Therefore, Staff asserts that this claim

limitation is satisfied by all four manufacturing Respondents.?*

(2)  Step(b)
Complainants assert that under its claim construction of step (b), which does not require a
temperature “plateau,” that there is no dispute thét;GDFlI subjects the mixture to a temperature [

] Ther’efore, Complainaﬁts assert that the only issue is whether GDFII’s reaction mixture
satisfies the “consisting essentially of monochl0rosucrose—6—,ester, 4,6'-dichlorosucrosef6-ester, and
1‘,6'-dichlordsucrose-G-ester.” -Complainants assert that based on the literature, a mixture of
dichlorinated sucrose-6-ester products results below 85°C would include 4,6'-dichlorosucrose-6-
e§ter, and a lesser amount of 1',6'-dichlorosucrose-6-ester.””® Complainants assert that this is
supported by the analytical dataf”

Specifically, Complainants assert that the chemical reactions at issue here are governed by
“rate constants,” which reflect how fast each reaction occurs at a given temperature. According to’
Complainants, at ariy given temperature, the molecules in solution have various energies, which are
distributed according to the Maxwell-Boltzmann distribution.” Complainants élssen that it is
undisputed that the rate of a reaction doubles for every 10 degrees of increase in the temperature of

the solution, whereas a 10 degree decrease in the temperature of the solution results in the reaction

289 S1B 77. .

0 CIB 63 citing CFF 5.C.248-541; CRB 33-34.

»1 CIB 63-64 citing CFF 5.C.303-435.

2 See SX-7 (The Activation Energy of Chemical Reactions).
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rate droppihg by approximately half. Based on “real-world” evidence, Complainants assert that this

correlates almost perfectly, citing to Hebei Sukerui’s chlorination process, as well as Complainants

own process.””® Based on the above, Complainants assert that it is a “matter of scientific certainty
that some 1',6"-dichlorosucrose-6-ester will form below 85°C . . . in all of Respondents’
processes.”*

GDFI asserts that it does not meetA this claim limitation because there is no evidence that its
manufacturing proéess produces the mixture of three separate chlorinated species below 85°C, and
in particﬁlar the presence of 1',6'-dichlorosucrose-6-ester.”

Staff agrées with Complainants that, under proper claim interpretation, stej) (b) does not
reqﬁire a stepped heating process. According to Staff, the evidence shows that all four
manufacturing Respondents’ processes [

] thereby meeting
this claim limitation.?*

Staff agrees with Respondents that the evidence does not show that any of the four
manuf:ictm'ing Respondents’ processes meet step (b)’s requirement that the three separate
~ chlorinated sucrose-6-ester products (i.e. monochlorosucrose-6-ester, 4,6'-dichlorosucrose-6-ester,
and 1',6"-dichlorosucrose-6-ester) be produced when the reaction mixture is’subj ected to an elevated
temperature below 85°C. Staff argues that Complainants’ evidence, hamely high performance liquid

chromatography (“HPLC”) conducted by Ciba Specialty Chemicals (“Ciba”) on samples obtained

%3 CIB 64-65 citing CFF 5.C.1161-84, 5.C.1213-34.
24 CIB 66 (emphasis in original).

2% RIB 66-67, RRB 27-31.

2% SIB 78.
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' from Changzhou Niutang’s and JK Sucralose’s chlorination vesse!s when the reaction temperature
was below 85° during the plant inspections, does not establish that 1',6'-dichlorosucrose-6-ester is
produced in any of the four manufacturing Respondents’ processes.?” Staff asserts Ciba’s testing
methods were ﬂawed because the HPLC/mass spectrometry tests only show peaks that are
attributable to monochlorosucrose-6-esters and dichlorosucrose-6-ester, with no separate test results
separating 1',6'-dichlorosucrose-6-ester from 4,6'—c;1ichlor0sucrose—6~ester.298 Instead, Complainants

rely on a single peak in Changzhou Niutang’s and JK Sucralose’s sample to show the presence of

’

both dichlorosucrose-6-esters: -

W .G . W B e B m o m W & m B W

Respondents’ expert, Mr. St. Laurent, testified that Dr. Crich’s analysis was flawed because he did

not connect any particular test methods to the data relied upon, and that there is no evidence to show

¥7 SIB 78-79 citing CX-618C (Hand Direct).
»8 SIB 79-81.
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that appropriate steps were taken to determine the reliability of the experimeﬁtal data. According
to the testimony of Dr. Hand, Staff asserts that Ciba’s methodology was flawed because Ciba
followed ComplainantS’ specifications Without independently determining the optimal parameters.
For example, Dr. Hand testified that when Ciba “ran our 'st'andards and did the method development,
we got most of the compounds separated, except for the two dichloroacetates.”? Therefore, Staff
asserts that the impartialify and reliability of the tests results is questionable, especially, since one
of the critical factual disputes is whether there are fwo separate dichloro-sucrose-6-esters present in
Respondents’ samples. According to Mr. St. Laurent, while it could have been possible to separate
~ these two isomers by varying the HPLC column conditions, there is no evidence that Ciba attempted
to do so. Staff asserts that the faét that Ciba was unable to obtain separate peaks suggests that the
two dichlorosucrose-6-esters were not present in Respondents’ samples. In additioﬁ, Staff asserts
that another reason Ciba’s tést are unreliable is that Ciba did not run an authentic standard on the
HPLC chromatogram.- Instead, Ciba used ihe standard provided by Complainants, and the staﬁdard
provided by Complainants was amixed standard that contained all three of the chlorinated sucrose-6-
ester products.’® t'

Staff disagrees with Compléjnants’ argument that 1',6'-dichlorosucrose-6-ester will
necessarily form below 85°C as a matter of “fundamental kinetics theory.” While there is no
genuine dispute that 4,6'-dichlorosucrose-6-ester is produced in Respondents’ chlorination processes,
there is a sharp dispute as to whether 1',6'-dichlorosucrose-6-ester is formed below 85°C. According

to the ‘463 patent, there is aparticular order in which chlorination of the free hydroxyl groups of the

% SIB 80 citing Hand, Tr. 1288-89.
3% SIB 81-82 citing Hand, Tr. 1279-85; SRB 16.

96



sucrose-6-ester will occur, where the 6' position would be the most Ekely chlorinatéd, followed by
the 4 position, and then the 1' position.*”' Staff asserts that Dr. Crich’s reliance on the Khan, Jenner
and Mufti article is,urkiconvimﬁing.m2 Furthermore, Staff asserts that it is not aware of any scientific
literature that discusses the chlorination of the 1 position before the 4 position for any sucrose
derivative under any reaction conditions. Staff aigues that undér the standards in Daubert, Dr.
Crich’s testimony is unreliable.*®

Staff also disagrees with Complainants’ arguments regarding activation energies and asserts
that Complainants are misapplying the Maxwell-Boltzmann distribution.’®*

(3  Step(c)

Complainants assert that it is undisputed that GDFII’s chlorination process subjects the
reaction mixture to a temperature [ - ] and that the result is a chlorinated prodﬁct
that cohtains 1',4;6'-tﬁchlorosucrose~6-ester, or sucralose-6~estér. Therefore, Complainants assert
that the only issue is whether 1 ’,4,6'-trichlorosucrosé-6-ester is the predominant chlorinated sucrose-
6-ester product. According to Complainants, the evidence (i.e. analyﬁcal testing) shows that it is.*%

GDFII asserts that, based on its claim construction, it does not meet the limitations of steps

- (b)and (c) because it usesa| , TP GDFII also asserts that it does not meet the

limitation of step (c) because GDFII does not start with the mixture of step (b), and because

301 SIB 83-83 citing JX-1 (the ‘463 patent) at col. 4:32-37; CX-621C (Crich Direct) at Q. 84.

302 SIB 84-85 referring to CX-760 (Khan article).

303 SIB 85; SRB 12-16 citing Daubert v. Merrel Dow Pharms, Inc., 509 U.S. 579 (1993)
(“Daubert”);, Seabord. Lumber Co. v. United States, 308 F.3d 1283, 1302 (Fed. Cir. 2002)
(“Seaboard”), Libas, Ltd. v. United States, 193 F.3d 1361, 1366 (Fed. Cir. 1999) (“Libas”).

304 SIB 85-86 citing to SX-7 (The Activation Energy of Chemical Reactions); SRB 13-14.

3 CIB 69-70; CRB 35. ;

3% RIB 66.
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Complainants’ haveyproduce’d no év’ideﬁce that GDFII’s manufacturing process produces a product
which is predominantly 1',4,6"-trichlorosucrose-6-ester, as there are [
, o :

Staff asserts that none of the Respondents (except JK Sucralose) diSpute that they meet the
claim limitations of step (c). ACCOrdihgly, Staff asserts that GDFII’s manufacturing process meets
the claim limitations of step (c).**®®

@ Conciusion

The undersig‘ned agrees with Respondents that it is Complainants’ burden to prove
 infringement.’” Based on a review of all the evidence presented, the undersigned égrees ‘with
Respondents and Staff that Complainants have failed fo meet this burden. While many limitations
are in dispute, the major dispute among the patties is whether Complainants have sufficiently shown
that any of the fdur manufactux;ing Respondents’ processes contain the limitation in step (b) of claim
1, which recjuires the reaction mixture to consist.essentially of "mbnochlorosﬁcrose-é—e‘ster,v4,6'— -
dichlorosucrose~6—ester, and 1',6'-dichlQrosucrose—G-ester” at a temperature below 85 °C.In general, *
there does not appear to be much disagreement as to whether monochlorosucrose-6-ester and 4,6'-
dichlorosucrose-6-ester are present in Respondents’ chlorination vessels. This is because the parties
generally agree that there is a paﬁicular order in which chlorination of the free hydroxyl groups of

the sucrose-6-ester will occur, where the 6' position would be the most likely chlorinated, followed

%7 RIB 68; RRB 31-32.
38 SIB 90-91.
, 399 Novartis Corp. v. Ben Venue Labs., Inc., 271 F.3d 1043, 1050-55 (Fed. Cir. 2001)
(“Novartis”y, Ultra-Tex Surfaces, Inc. v. Hill Bros. Chem Co.,204F.3d 1360, 1364 (Fed. Cir. 2000)

(“Ultra-Tex™).
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by the 4 position, and then the 1' position.’™® The real disagreement is whether 1',6'-dichlorosucrose-
6-ester is-also present. Based on a review of the parties’ arguments and the evidence, the
undersigned finds ;hat none of Complainants’ evidence comes clo;e to meeting their burden in
proving infringement.

While Complainants submitted HPLC test data from Ciba based on plant inspection samples
from Changzhoﬁ Niutang and JK Sucralose, the undersigned finds these tests results to be unreliable
- for numerous reasons. First, Ciba obtéined certain specifications from Corﬁplaina’nts without
independently determining whether these specifications were reasonable.’' Second, Ciba did not
run an authentic standard on the HPLC chromatogram.*’> Third, Ciba used a mixed standard that
contained all three of the chlorinated sucrose-6-ester products.’’”® Fourth, the HPLC test results only
show peaks that are attributable to monochlorosucrose-6-esters and dichlorosucrose-6-ester, withno
separate test results separating 1',6'-dichlorosucrose-6-ester from 4,6'-dich1’orosucrose—6--ester.3 1 As
the claim language clea;ly requires the presence of all three products, this data is insufficient to prove
infn'ngement.

In addition, the undersigned finds that it was improper for Complainants to rely upon a
sample taken from JK Sucralose’s plant inspection, and then conclude that, because JK Sucralose
and Hébei Sukerui conduct very analogous processes, that Hebei Sukerui also iriﬁ'inges based on the

same test results.*’> A comparison of the chlorination processes for Hebei Sukerui and JK Sucralose

- *19JX-1 (the “463 patent) at col. 4:32-37; CX-621C (Crich Direct) at Q. 84.
31 RX-702C (St. Laurent Direct) at Q. 52-54; Hand, Tr. 1279-82.
312 RX-702C (St. Laurent Direct) at Q. 9.
313 CX-618C (Hand Direct) at Q. 22; Hand, Tr. 1282; RX-702C (St. Laurent Direct) at Q. 63.
314 See RX-627C (LC-MS identification and HPLC Quantitation of Chlorination Samples).
315 See CX-621C (Crich Direct) at Q. 365, 438-440.
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show that each Respondents’ processes are different enough to affect any possible tests results.*'®

The same holds trué for analogizing GDFII’s and Changzhou Niutang’s manufacfuring processes.”!’

Furthermore, the ﬁndersigned rejects Complainants’ reliance on the mass spectroscopy tests
performed by Respohdents’ expert, Dr. Baker, which were taken from Hebei Sukerui’s plant
inspection at 70°C, referred to as sample “H7,” to support a finding of infringement because those
tests results did not affirmatively establish the presence of 1',6'-dichlorosucrose-6-ester.*'*

The undersigned finds Complainants other arguments to be unpersuasive as well. While
Complainanfs have offered the testimony of Dr. Crich that 1',6'-dichlorosucrose-6-ester necessarily
forms at below 85°C, this theory is not supported by the scientific literature as there is no reference
which discusses the chlorination of the 1' position before the 4 position for any sucrose derivative
under any reaction conditions.

In light of this failure of proof, the undersigned finds that, for at least the reasons stated
above, that 'n<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>