In the Matter of

CERTAIN HUMAN MILK
OLIGOSACCHARIDES AND METHODS OF
PRODUCING THE SAME

337-TA-1120

Publication 5254 February 2022

U.S. International Trade Commission

Washington, DC 20436




U.S. International Trade Commission

COMMISSIONERS

David S. Johanson, Chairman
Rhonda K. Schmidtlein, Commissioner
Jason E. Kearns, Commissioner
Randolph J. Stayin, Commissioner
Amy A. Karpel, Commissioner

Address all communications to
Secretary to the Commission
United States International Trade Commission
Washington, DC 20436



U.S. International Trade Commission

Washington, DC 20436
www.usitc.gov

In the Matter of

CERTAIN HUMAN MILK
OLIGOSACCHARIDES AND METHODS OF
PRODUCING THE SAME

337-TA-1120

Publication 5254 February 2022




UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN HUMAN MILK Inv. No. 337-TA-1120
OLIGOSACCHARIDES AND METHODS
OF PRODUCING THE SAME

COMMISSION ORDER

On May 19, 2020, the Commission issued a final determination finding a violation of
section 337 of the Tariff Act of 1930, as amended (19 U.S.C. § 1337) (“section 337”), based on
the importation into the United States, the sale for importation, and the sale within the United
States after importation of certain bacterial strains and 2’-fucosyllactose oligosaccharides
produced therefrom that infringe certain claims of U.S. Patent No. 9,970,018 (“the 018 patent”).
See 85 Fed. Reg. 31549 (May 26, 2020); see also 83 Fed. Reg. 28865 (June 21, 2018) (defining
the scope of the investigation as “2’-fucosyllactose oligosaccharides”). The Commission also
adjudicated infringement with respect to a TTFL12 bacterial strain imported by the named
respondent and determined that it does not infringe the 018 patent. See id. The Commission
issued a limited exclusion order (“LEQO”) barring entry of 2’-fucosyllactose (“2’-FL”)
oligosaccharides that infringe the asserted patent claims but also including an explicit carve-out
for 2’-fucosyllactose oligosaccharides made with the non-infringing TTFL12 bacterial strain.

On June 2, 2020, complainant Glycosyn LLC (“Glycosyn”) filed a petition for
Commission reconsideration of part III(B) of the Commission Opinion (i.e., “Adjudication of
Infringement with Respect to the TTFL12 Strain”). Having considered Glycosyn’s petition, the
responses thereto, and the record in this investigation, the Commission has determined to deny

Glycosyn’s petition for reconsideration.



I. BACKGROUND

A. Procedural Background

The Commission instituted this investigation on June 21, 2018, based on a complaint, as
amended and supplemented, filed by Glycosyn of Waltham, Massachusetts. See 83 Fed. Reg.
28865 (June 21, 2018). The complaint alleged violations of section 337 based upon the
importation into the United States, the sale for importation, and the sale within the United States
after importation of certain human milk oligosaccharides, by reason of infringement of certain
claims of U.S. Patent No. 9,453,230 (“the ’230 patent”) and the ’018 patent. See id. The notice
of investigation named Jennewein of Rheinbreitbach, Germany as respondent in this
investigation. See id. The Office of Unfair Import Investigations was also a party to this
investigation. See id.

The Commission partially terminated the investigation as to certain claims of the 018
patent and all asserted claims of the 230 patent based on the withdrawal of the allegations
pertaining to those patent claims. See Order No. 5 (Aug. 9, 2018), unreviewed, Comm’n Notice
(Aug. 29, 2018); Order No. 15 (Oct. 30, 2018), unreviewed, Comm’n Notice (Nov. 29, 2018);
Order No. 17 (Nov. 19, 2018), unreviewed, Comm’n Notice (Dec. 12, 2018); Order No. 25 (Feb.
8, 2019), unreviewed, Comm’n Notice (Feb. 28, 2019). Claims 1-3, 5, 8, 10, 12, 18, and 23-28
of the 018 patent remained pending in this investigation.

On September 9, 2019, the administrative law judge (“ALJ”) issued a final initial
determination (“FID”) finding a violation of section 337 based on the infringement of claims 1-3,
5,8, 10, 12, 18, and 24-28, but not claim 23 of the 018 patent based on non-infringement of that
claim. See FID at 35. On May 19, 2020, the Commission affirmed the FID’s finding of

infringement and issued a final determination finding a violation by certain bacterial strains.



See 85 Fed. Reg. 31549 (May 26, 2020). In particular, the Commission reversed the FID’s
decision not to adjudicate the TTFL12 bacterial strain and determined that it does not infringe
any of the asserted claims. See id. The Commission issued an LEO barring entry of 2°-FL
oligosaccharides that infringe the Asserted Claims but also including an explicit carve-out for 2’-
FL oligosaccharides made with the non-infringing TTFL12 bacterial strain.! The Commission
also set a bond in the amount of five (5) percent of the entered value of Jennewein’s 2’-FL
product during the period of Presidential review.

On June 2, 2020, pursuant to Commission Rule 210.47 (19 C.F.R. § 210.47), Glycosyn
petitioned for reconsideration of part III(B) of the Commission Opinion (i.e., “Adjudication of
Infringement with Respect to the TTFL12 Strain””).> On June 8 and 9, 2020, respectively,
Jennewein and the Commission’s Investigative Attorney opposed Glycosyn’s petition.’

II. STANDARD FOR RECONSIDERATION
Commission Rule 210.47 governs petitions for reconsideration and provides that:
Within 14 days after service of a Commission determination, any
party may file with the Commission a petition for reconsideration of
such determination or any action ordered to be taken thereunder,
setting forth the relief desired and the grounds in support thereof.
Any petition filed under this section must be confined to new
questions raised by the determination or action ordered to be taken
thereunder and upon which the petitioner had no opportunity to

submit arguments. . . .

See 19 C.F.R. § 210.47.

! Complainant did not request, and the Commission did not issue, a cease and desist order.

2 See Complainant Glycosyn LLC’s Petition for Reconsideration of Part III(B) of the
Commission Opinion (June 2, 2020).

3 See Respondent Jennewein Biotechnologie GmbH’s Opposition to Complainant Glycosyn
LLC’s Petition for Reconsideration of Part III(B) of the Commission Opinion (June 8, 2020);
Response of the Office of Unfair Import Investigations to Complainant’s Petition for
Reconsideration of Part III(B) of the Commission Opinion (June 9, 2020).



III.  DISCUSSION

Glycosyn’s petition for reconsideration does not identify new questions raised by the ALJ’s FID
or the Commission’s final determination or present arguments that Glycosyn did not have the
opportunity to address in previous filings before either the ALJ or the Commission. As such,
the Commission has determined that Glycosyn’s petition for reconsideration does not satisty the
requirements of Commission Rule 210.47.*
IV.  CONCLUSION

Accordingly, upon consideration of the record and the submissions in this matter, the
Commission hereby ORDERS that:

1. Glycosyn’s petition for reconsideration is DENIED.

2. The Secretary will serve this Order on all parties to the investigation.

By order of the Commission.

Lisa R. Barton
Secretary to the Commission

Issued: October 1, 2020

* Commissioner Schmidtlein respectfully dissents. In light of the particular facts (including the
new evidence cited by Glycosyn in its petition for reconsideration) and the procedural history of
this investigation, and given the rationale provided in her dissent, in her view, Glycosyn’s
petition should be granted and Part III(B) of the majority’s opinion should be reconsidered.
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UNITED STATES INTERNATIONAL TRADE COMMISSION

Washington, D.C.

In the Matter of

CERTAIN HUMAN MILK L
OLIGOSACCHARIDES AND Investlgatlon No. 337-TA-1120
METHODS OF PRODUCING
THE SAME

NOTICE OF COMMISSION FINAL DETERMINATION FINDING
A VIOLATION OF SECTION 337; ISSUANCE OF A LIMITED EXCLUSION
ORDER; TERMINATION OF THE INVESTIGATION

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

SUMMARY: Notice is hereby given that the U.S. International Trade Commission has found a
violation of section 337 of the Tariff Act of 1930 (“section 337”), as amended, in this
investigation. The Commission has issued a limited exclusion order (“LEO”) prohibiting the
importation by respondent Jennewein Biotechnologie GmbH (“Jennewein”) of Rheinbreitbach,
Germany of certain human milk oligosaccharides that infringe complainant’s asserted claims.
The investigation is terminated.

FOR FURTHER INFORMATION CONTACT: Houda Morad, Office of the General
Counsel, U.S. International Trade Commission, 500 E Street SW., Washington, DC 20436,
telephone (202) 708-4716. Copies of non-confidential documents filed in connection with this
investigation are or will be available for inspection during official business hours (8:45 a.m. to
5:15 p.m.) in the Office of the Secretary, U.S. International Trade Commission, 500 E Street
SW., Washington, D.C. 20436, telephone (202) 205-2000. General information concerning the
Commission may also be obtained by accessing its Internet server at https./www.usitc.gov. The
public record for this investigation may be viewed on the Commission’s electronic docket
(EDIS) at https.//edis.usitc.gov. Hearing-impaired persons are advised that information on this
matter can be obtained by contacting the Commission’s TDD terminal on (202) 205-1810.

SUPPLEMENTARY INFORMATION: The Commission instituted this investigation on June
21, 2018, based on a complaint, as amended and supplemented, filed on behalf of Glycosyn LLC
of Waltham, Massachusetts (“Glycosyn”). See 83 Fed. Reg. 28865 (June 21, 2018). The
complaint, as amended and supplemented, alleges violations of section 337 of the Tariff Act of
1930, as amended, 19 U.S.C. 1337 (“section 337”), based upon the importation into the United
States, the sale for importation, and the sale within the United States after importation of certain
human milk oligosaccharides by reason of infringement of claims 1-40 of U.S. Patent No.
9,453,230 (“the *230 patent”) and claims 1-28 of U.S. Patent No. 9,970,018 (“the 018 patent”).



See id. The notice of investigation named Jennewein as a respondent in this investigation. See
id. The Office of Unfair Import Investigations (“OUII”) is also named as a party to the
investigation. See id.

The ALJ conducted an evidentiary hearing on May 14-17, 2019, and on September 9,
2019, issued the FID finding a violation of section 337 based on the infringement of claims 1-3,
5,8, 10, 12, 18, and 24-28 of the 018 patent (hereinafter, the “Asserted Claims™). In addition,
the FID finds that the Asserted Claims are neither invalid under 35 U.S.C. §§ 103 and 112, nor
unenforceable for inequitable conduct. Furthermore, the FID finds that the domestic industry
requirement is satisfied. All asserted claims in the *230 patent were withdrawn during the
investigation. The FID also contains a recommended determination (“RD”) recommending that
the Commission issue an LEO barring entry of articles that infringe the 018 patent. The RD
also recommends that the Commission impose a 5 percent bond during the period of Presidential
review. Furthermore, as directed by the Commission, the RD provides findings with respect to
the public interest and recommends that the Commission determine that the public interest
factors do not preclude entry of the proposed LEO. Glycosyn does not seek and the RD does not
recommend issuance of a cease and desist order.

On October 9 and 10, 2019, respectively, Glycosyn and Jennewein filed statements on the
public interest pursuant to Commission Rule 210.50. On October 23, 2019, non-party DuPont
Nutrition & Health filed a public interest submission pursuant to the Commission’s notice
requesting public interest comments. See 84 Fed. Reg. 49335 (Sept. 19, 2019).

On January 30, 2020, the Commission issued a notice determining to review the FID in
part. See 85 Fed. Reg. 6573 (Feb. 5, 2020). The Commission’s notice requested written
submissions in response to certain questions relating to issues under review and on issues of
remedy, the public interest, and bonding. On February 18, 2020, the parties, including OUII,
filed written submissions in response to the notice, and on February 25, 2020, the parties filed
responses to each other’s submissions. On February 18, 2020, non-party Abbott Laboratories
filed a written submission concerning the public interest.

Having examined the record of this investigation, including the FID, the RD, and the
parties’ and non-parties’ submissions, the Commission has determined to affirm with
modification the FID’s determination of a violation of section 337 with respect to claims 1-3, 5,
8, 10, 12, 18, and 24-28 of the *018 patent. Specifically, as explained in the Commission
Opinion filed concurrently herewith, the Commission has determined to affirm with modification
the FID’s findings with respect to infringement by the accused Jennewein bacterial strains and to
reverse the FID’s decision not to adjudicate infringement with respect to Jennewein’s TTFL12
bacterial strain. As to the TTFL12 strain, the Commission has determined that it does not
infringe the Asserted Claims. All findings in the FID that are not inconsistent with the
Commission’s determination are affirmed.

The Commission has determined that the appropriate remedy is an LEO against
Jennewein’s infringing products. The Commission has also determined that the public interest
factors enumerated in subsection 337(d)(1) (19 U.S.C. 1337(d)(1)) do not preclude the issuance
of the LEO. The Commission has further determined to set a bond during the period of



Presidential review at five (5) percent of the entered value of Jennewein’s infringing products
(19 U.S.C. 1337(j)).

The Commission’s order and opinion were delivered to the President and to the United
States Trade Representative on the day of their issuance.

The Commission’s vote for these determinations took place on May 19, 2020.

The authority for the Commission’s determination is contained in section 337 of the
Tariff Act of 1930, as amended (19 U.S.C. 1337), and in part 210 of the Commission’s Rules of
Practice and Procedure (19 CFR part 210).

By order of the Commission.

>

Lisa R. Barton
Secretary to the Commission
Issued: May 19, 2020



CERTAIN HUMAN MILK OLIGOSACCHARIDES AND Inv. No. 337-TA-1120
METHODS OF PRODUCING THE SAME

PUBLIC CERTIFICATE OF SERVICE

I, Lisa R. Barton, hereby certify that the attached NOTICE has been served via EDIS
upon the Commission Investigative Attorney, Lisa Murray, Esq., and the following parties

as indicated, on May 19, 2020.

Lisa R. Barton, Secretary

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

On Behalf of Complainant Glycosyn LLC:

Michael C. Newman, Esq. [ Via Hand Delivery
MINTZ LEVIN COHN FERRIS GLOVSKY AND POPEO, PC [ via Express Delivery
| Financial Center [ Via First Class Mail

Boston, MA 02111

Email: MCNewman@mintz.com Other: Email Notification

of Availability to Download

On Behalf of Respondent Jennewein Biotechnologie GmbH:

Gary M. Hnath [ Via Hand Delivery
MAYER BROWN LLP [1 Via Express Delivery
1999 K Street, NW [J Via First Class Mail

Washington, DC 20006

. : . . .
Email: ghnath@mayerbrown.com > Other: Email Notification

of Availability to Download



UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN HUMAN MILK Investigation No. 337-TA-1120
OLIGOSACCHARIDES AND METHODS
OF PRODUCING THE SAME

LIMITED EXCLUSION ORDER

The United States International Trade Commission (“Commission”) has determined that
there is a violation of Section 337 of the Tariff Act of 1930, as amended (19 U.S.C. § 1337), in
the unlawful importation, sale for importation, or sale within the United States after importation
by Jennewein Biotechnologie GmbH (“Jennewein” or “Respondent”) of certain 2’-fucosyllactose
oligosaccharides that infringe one or more of claims 1-3, 5, 8, 10, 12, 18, and 24-28 (“the
Asserted Claims”) of U.S. Patent No. 9,970,018 (“the *018 patent™).

Having reviewed the record of this investigation, including the written submissions of the
parties, the Commission has made its determination on the issues of remedy, public interest, and
bonding. The Commission has determined that the appropriate form of relief includes a limited
exclusion order prohibiting the unlicensed entry into the United States of 2’-fucosyllactose
oligosaccharides manufactured abroad by or on behalf of, or imported by or on behalf of, Respondent
or any of its affiliated companies, parents, subsidiaries, or other related business entities, or its
successors or assigns. The exclusion order does not apply to Respondent’s TTFL12 bacterial
strain and 2’-fucosyllactose oligosaccharides produced by that strain, which, as the Commission
determined, do not infringe the Asserted Claims.

The Commission has also determined that the public interest factors enumerated in 19

U.S.C. § 1337(d) do not preclude the issuance of the limited exclusion order, and that the bond



during the period of Presidential review shall be in the amount of five (5) percent of the entered
value of the covered articles.

Accordingly, the Commission hereby ORDERS that:

1. 2’-fucosyllactose oligosaccharides that infringe one or more of the Asserted
Claims that are manufactured abroad by or on behalf of, or imported by or on behalf of,
Respondent, or its affiliated companies, parents, subsidiaries, or other related business entities, or
its successors or assigns (“‘covered articles™), are excluded from entry for consumption into the
United States, entry for consumption from a foreign-trade zone, or withdrawal from a warehouse
for consumption, for the remaining term of the *018 patent, except under license of the patent
owner or as provided by law.

2. This Order does not apply to Respondent’s TTFL12 bacterial strain and
2’-fucosyllactose oligosaccharides produced by that strain, which, as the Commission
determined, do not infringe the Asserted Claims.

3. Notwithstanding paragraph 1 of this Order, covered articles are entitled to entry
into the United States for consumption, entry for consumption from a foreign trade zone, or
withdrawal from a warehouse for consumption, under bond in the amount of five (5) percent of
the entered value of the infringing products pursuant to subsection (j) of section 337 of the Tariff
Act of 1930, as amended (19 U.S.C. § 1337(j)), and the Presidential Memorandum for the United
States Trade Representative of July 21, 2005, (70 FR 43251), from the day after this Order is
received by the United States Trade Representative, and until such time as the United States
Trade representative notifies the Commission that this Order is approved or disapproved but, in

any event, not later than sixty (60) days after the date of receipt of this Order. All entries of



covered articles made pursuant to this paragraph are to be reported to U.S. Customs and Border
Protection (“CBP”), in advance of the date of the entry, pursuant to procedures CBP establishes.

4. At the discretion of CBP and pursuant to the procedures it establishes, persons
seeking to import 2’-fucosyllactose oligosaccharides, that are potentially subject to this Order may
be required to certify that they are familiar with the terms of this Order, that they have made
appropriate inquiry, and thereupon state that, to the best of their knowledge and belief, the
products being imported are not excluded from entry under paragraph 1 of this Order. At its
discretion, CBP may require persons who have provided the certification described in this
paragraph to furnish such records or analyses as are necessary to substantiate this certification.

5. In accordance with 19 U.S.C. § 1337(1), the provisions of this Order shall not
apply to 2’-fucosyllactose oligosaccharides that are imported by or for the use of the United
States, or imported for and to be used for, the United States with the authorization or consent of
the Government.

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

7. The Secretary shall serve copies of this Order upon each party of record in this
Investigation and upon CBP.

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



By order of the Commission.

Lisa R. Barton
Secretary to the Commission
Issued: May 19, 2020
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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN HUMAN MILK Inv. No. 337-TA-1120
OLIGOSACCHARIDES AND METHODS
OF PRODUCING THE SAME

COMMISSION OPINION

The Commission has determined that there has been a violation of section 337 of the
Tariff Act of 1930, as amended, 19 U.S.C. § 1337 (“section 337”), on review of the final initial
determination (“FID”) of the presiding administrative law judge (“ALJ”), based on the
infringement of U.S. Patent No. 9,970,018 by respondent’s accused bacterial strains. The
Commission has also determined to reverse the FID’s decision declining to adjudicate
respondent’s alternative TTFL12 strain and finds no infringement as to that strain. This opinion
sets forth the Commission’s reasoning in support of that determination. In addition, the
Commission adopts the findings in the FID that are not inconsistent with this opinion.

I. BACKGROUND

A. Procedural Backeround

The Commission instituted this investigation on June 21, 2018, based on a complaint, as
amended and supplemented, filed by Glycosyn LLC (“Glycosyn”) of Waltham, Massachusetts.
See 83 Fed. Reg. 28865-66 (June 21, 2018). The complaint alleged violations of section 337
based upon the importation into the United States, the sale for importation, and the sale within
the United States after importation of certain human milk oligosaccharides, by reason of
infringement of certain claims of U.S. Patent Nos. 9,453,230 (“the *230 patent”) and 9,970,018

(“the ’018 patent”). See id. The complaint also alleges the existence of a domestic industry.



PUBLIC VERSION

The notice of investigation named Jennewein Biotechnologie GmbH of Rheinbreitbach,
Germany (“Jennewein”) as respondent in this investigation. See id. The Office of Unfair
Import Investigations (“OUII”) is also a party to this investigation. See id.

The Commission later terminated the investigation as to all asserted claims of the *230
patent and certain asserted claims of the 018 patent based on the withdrawal of the allegations
pertaining to those claims. See Order No. 5 (Aug. 9, 2018), unreviewed, Comm’n Notice (Aug.
29, 2018); Order No. 15 (Oct. 30, 2018), unreviewed, Comm’n Notice (Nov. 29, 2018); Order
No. 17 (Nov. 19, 2018), unreviewed, Comm’n Notice (Dec. 12, 2018); Order No. 25 (Feb. 8,
2019), unreviewed, Comm’n Notice (Feb. 28, 2019). Claims 1-3, 5, 8, 10, 12, 18, and 23-28 of
the 018 patent remain pending in this investigation.

The ALJ conducted an evidentiary hearing on May 14-17, 2019. On September 9, 2019,
the ALJ issued the FID finding a violation of section 337 based on the infringement of claims 1-
3,5,8,10, 12, 18, and 24-28 (hereinafter, “the Asserted Claims”) but not claim 23 of the 018
patent, based on non-infringement of that claim.! See FID at 35. Furthermore, the FID finds
that the domestic industry requirement is satisfied.

The FID also contains a Recommended Determination (“RD”’) recommending, should a
violation of section 337 be found, that the Commission issue a limited exclusion order (“LEO”)
barring entry of articles that infringe the Asserted Claims.> The RD also recommends that the
Commission impose a bond in the amount of five (5) percent of the entered value of the

infringing articles during the period of Presidential review. Furthermore, as directed by the

! Glycosyn did not petition for review of the FID’s finding that Jennewein does not infringe
claim 23.

2 Glycosyn did not request, and the RD does not recommend, a cease and desist order against
Jennewein.
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Commission (see 83 Fed. Reg. at 28865), the RD provides findings with respect to the public
interest and recommends that the Commission determine that the public interest factors do not
preclude entry of the proposed LEO.

On September 23, 2019, Jennewein and the Commission’s Investigative Attorney (“IA”)
filed petitions for review of the FID.?> Jennewein petitioned for review of the FID’s findings
with respect to claim construction and infringement, and both Jennewein and the IA petitioned
for review of the FID’s decision not to adjudicate infringement with respect to Jennewein’s
TTFL12 bacterial strain, which Glycosyn did not accuse in its complaint. On October 1, 2019,
Glycosyn and the IA filed responses to the various petitions.*

On October 9 and 10, 2019, respectively, Glycosyn and Jennewein filed statements on the
public interest pursuant to Commission Rule 210.50(a)(4), 19 C.F.R. 210.50(a)(4).> On October
23, 2019, non-party DuPont Nutrition & Health (“DuPont”) filed a public interest submission
pursuant to the Commission’s notice requesting public interest comments, see 84 Fed. Reg.
49335 (Sept. 19, 2019), supporting the ALJ’s recommended LEO and asserting that it has the

capacity to replace the excluded products in a commercially reasonable time.°

3 See Respondent Jennewein Biotechnologie GmbH’s Petition for Commission Review (Sep. 23,
2019) (hereinafter, “Jennewein’s Pet.””); OUII Petition for Review (Sep. 23, 2019) (hereinafter,
“IA’s Pet.”).

4 See Complainant Glycosyn LLC’s Consolidated Response to Respondent Jennewein
Biotechnologie GmbH’s and Office of Unfair Import Investigations’ Petitions for Commission
Review (Oct. 1, 2019) (hereinafter, “Glycosyn’s Pet. Resp.”); Office of Unfair Import
Investigations’ Response to Respondent’s Petition for Review (Oct. 1, 2019) (hereinafter, “IA’s
Pet. Resp.”).

5 See Complainant Glycosyn LLC’s Statement of Information Relating to the Public Interest
(Oct. 9, 2019) (hereinafter, “Glycosyn’s PI Br.”); Public Interest Statement of Respondent
Jennewein Biotechnologie GmbH (Oct. 10, 2019) (hereinafter, “Jennewein’s PI Br.”).

6 See Public Interest Submission of DuPont Nutrition & Health (hereinafter, “DuPont PI Br.”).
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On January 30, 2020, the Commission issued a notice determining to review the FID in
part. See 85 Fed. Reg. 6573-75 (Feb. 5, 2020) (“the WTR/Remedy Notice”). Specifically, the
Commission determined to review: (1) the FID’s infringement findings with respect to
Jennewein’s bacterial strains adjudicated in this investigation; and (2) the FID’s decision not to
adjudicate infringement as to Jennewein’s alternative bacterial strain, i.e., the TTFL12 strain.
See id. The Commission determined not to review the remainder of the FID. See id. The
notice invited written submissions from the parties on issues under review, and from the parties,
interested government agencies, and any other interested parties on issues of remedy, the public
interest, and bonding. See id.

On February 18, 2020, the parties, including OUII, filed written submissions in response
to the WTR/Remedy Notice,” and on February 25, 2020, the parties filed responses to each
other’s submissions.® Also on February 18, 2020, non-party Abbott Laboratories (“Abbott”)

filed a written submission concerning the public interest in response to the WTR/Remedy Notice,

7 See Complainant Glycosyn LLC’s Response to Questions in the Commission’s Notice of
Commission Decision to Review in Part a Final Initial Determination Finding a Violation of
Section 337 (Feb. 18, 2020) (hereinafter, “Glycosyn’s Resp.”); Complainant Glycosyn LLC’s
Initial Submission on the Form of Remedy, the Public Interest, and Bonding Pursuant to the
Commission’s Notice of Commission Decision to Review in Part a Final Initial Determination
Finding a Violation of Section 337 (Feb. 18, 2020) (hereinafter, “Glycosyn’s Remedy Br.”);
Respondent Jennewein Biotechnologie GmbH’s Responses to Questions Raised by the
Commission (Feb. 18, 2020) (hereinafter, “Jennewein’s Resp.”); Brief of the Office of Unfair
Import Investigations on Issues under Review and on Remedy, the Public Interest, and Bonding
(Feb. 18, 2020) (hereinafter, “IA’s Resp.”).

$ See Complainant Glycosyn LLC’s Reply to Respondent’s and OUII’s Responses to the
Commission’s Questions regarding Final Initial Determination Finding a Violation of Section
337 (Feb. 25, 2020) (hereinafter, “Glycosyn’s Reply”); Respondent Jennewein Biotechnologie
GmbH’s Reply to Responses by Glycosyn LLC and the Office of Unfair Import Investigations to
Questions Raised by the Commission and Responses to Glycosyn’s and OUII’s Submissions on
Remedy, the Public Interest, and Bonding (Feb. 25, 2020) (hereinafter, “Respondents’ Reply™);
Reply Brief of the Office of Unfair Import Investigations on Issues under Review and on
Remedy, the Public Interest, and Bonding (Feb. 25, 2020) (hereinafter, “IA’s Reply”).
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and alleged that “Jennewein is the only supplier whose product has been fully qualified through
Abbott’s quality and regulatory processes, raising public interest concerns from remedial
relief.””

B. The Asserted Patent

The ’018 patent issued on May 15, 2018. See JX-3, 018 Patent. The *018 patent, titled
“Biosynthesis of Human Milk Oligosaccharides in Engineered Bacteria,” relates to
“compositions and methods for producing fucosylated oligosaccharides” which are “typically
found in human milk” and which “serve critical roles in the establishment of a healthy gut
microbiome, in the prevention of disease and in immune function.” See id. at 1:27-39. The
specification of the 018 patent states that “the invention . . . makes use of an engineered
bacterium E. coli or other bacteria engineered to produce” fucosylated oligosaccharides. See id.
at 15:66-16:4.

The *018 patent specification explains that “[bJiosynthesis of fucosylated HMOS '
requires the generation of an enhanced cellular pool of both lactose and GDP!!-fucose.” See id.
at 16:27-29; see also id. at Figure 3 (requiring both lactose and GDP-fucose for the synthesis of
2’-fucosyllactose). For example, the specification discloses that “[t]he ability of the E. coli host
strain to accumulate lactose was . . . engineered by simultaneous deletion of the endogenous
B-galactosidase gene (lacZ) and the lactose operon repressor gene (lacl)” while “the laclq
promoter was placed immediately upstream of the lactose permease gene, lacY.” See id. at

16:37-43 (Example 1). The specification states that “[t]he modified strain thus maintains its

? See Public Interest Submission of Abbott Laboratories (Feb. 18, 2020) (hereinafter “Abbott’s
PI Br.”).

10 «“HMOS” refers to Human Milk Oligosaccharides.
I “GDP” refers to guanosine diphosphate. See JX-3, *018 Patent at 1:61-63.
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ability to transport lactose from the culture medium via LacY” but the lacZ (B-galactosidase)
gene responsible for lactose catabolism (i.e., breakdown) is deleted. See id. at 16:43-47
(Example 1). Therefore, the specification continues, “[a]n intracellular lactose pool is . . .
created when the modified strain is cultured in the presence of exogenous lactose.” See id. at
16:47-49 (Example 1).

The specification also describes “bacterial host cells with the ability to accumulate a[n]
intracellular lactose pool while simultaneously possessing low, functional levels of cytoplasmic
B-galactosidase activity for example as provided by the introduction of a functional recombinant
E. colilacZ gene or by a -galactosidase gene from any of a number of other organisms.” See
id. at 7:22-28. The specification explains that “low level of cytoplasmic 3-galactosidase activity
while not high enough to significantly diminish the intracellular lactose pool is nevertheless very
useful for tasks such as phenotypic marking of desirable genetic loci during construction of host
cell backgrounds, for detection of cell lysis due to undesired bacteriophage contaminations in
fermentation processes, or for the facile removal of undesired residual lactose at the end of
fermentations.” See id. at 7:37-45.

With regard to GDP-fucose production, the specification of the 018 patent further states
that “[o]ne strategy for GDP-fucose production is to enhance the bacterial cell’s natural synthesis
capacity,” e.g., “by inactivating enzymes involved in GDP-fucose consumption, and/or by
overexpressing a positive regulator protein, RcsA, in the colanic acid (a fucose containing
exopolysaccharide) synthesis pathway.” See id. at 17:4-10. The specification explains that
“this metabolic engineering strategy redirects the flux of GDP-fucose destined for colanic acid

synthesis to oligosaccharide synthesis.” See id. at 17:10-12.
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Still further, the specification of the 018 patent describes a “bacterium [that] possesses
fucosyl transferase activity,” e.g., ““an exogenous fucosyltransferase gene.” See id. at 5:28-32.
The specification explains that “[a]n exemplary . . . fucosyltransferase gene is the wctW gene”
and that “[p]rior to the present invention, this wcfW gene . . . was not suspected to possess the
ability to utilize lactose as an acceptor sugar,” i.e., as a substrate for HMOS synthesis. See id. at
5:28-38; see also id. at Figure 3 (involving a(1,2)FT, i.e., fucosyltransferase, in the synthesis of
2’-fucosyllactose).

Claim 1 of the *018, from which the remaining asserted claims depend, patent recites the
following invention (with the disputed claim limitations in bold):

A method for producing a fucosylated oligosaccharide in a
bacterium, comprising
providing an isolated E. coli bacterium comprising,
(1) a deletion or functional inactivation of an endogenous
B-galactosidase gene;
(i) amn exogenous functional f-galactosidase gene
comprising a detectable level of B-galactosidase activity that
is reduced compared to that of a wild-type E. coli bacterium,
wherein the level of p-galactosidase activity comprises
between 0.05 and 200 units;
(ii1) an inactivating mutation in a colanic acid synthesis
gene; and
(iv) an exogenous lactose-accepting fucosyltransferase gene;
culturing said bacterium in the presence of lactose; and
retrieving a fucosylated oligosaccharide from said bacterium or
from a culture supernatant of said bacterium.

See id. at 111:41-57 (claim 1).

C. Domestic Industry Product

The FID identifies Glycosyn’s E997 bacterial strain and its production of
2’-fucosyllactose (2°-FL) as practicing at least one claim of the 018 patent. See FID at7. The

FID also determines that Glycosyn satisfies the domestic industry requirement. See id. at 61-67,



PUBLIC VERSION

96-113. No party petitioned for review of these findings, and the Commission determined not to
review these findings.

D. Accused and Redesigned or Alternative Products

The accused product in this investigation is Jennewein’s 2’-FL product which was
produced using E. coli bacterial strains #1540 and a derivative thereof, known as “the #1540
derivative” or “the #2410 strain” (collectively, “Accused Strains”). See FID at 7. The FID
finds that the Accused Strains infringe the Asserted Claims of the 018 patent.

Jennewein also requested adjudication as to its redesigned or alternative TTFL12
bacterial strain in this investigation. Glycosyn did not accuse that strain in this investigation and
the FID declined to adjudicate infringement with respect to that strain. See id. at 28-35. The
Commission determined to review the FID’s decision not to adjudicate infringement with respect
to the TTFL12 strain. See 85 Fed. Reg. at 6574.

II. LEGAL STANDARDS

A. Standard on Review

Commission Rule 210.45(c) provides that “[o]n review, the Commission may affirm,
reverse, modify, set aside or remand for further proceedings, in whole or in part, the initial
determination of the administrative law judge” and that “[t]he Commission also may make any
findings or conclusions that in its judgment are proper based on the record in the proceeding.”
See 19 C.F.R. § 210.45(c). In addition, as explained in Certain Polyethylene Terephthalate
Yarn and Products Containing Same, “[o]nce the Commission determines to review an initial
determination, the Commission reviews the determination under a de novo standard.” Inv. No.
337-TA-457, Comm’n Op., 2002 WL 1349938, *5 (June 18, 2002) (citations omitted). This is

“consistent with the Administrative Procedure Act which provides that once an initial agency
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decision is taken up for review, ‘the agency has all the powers which it would have in making
the initial decision except as it may limit the issues on notice or by rule.”” /Id. (citing 5 U.S.C.
§ 557(b)).

B. Infringement

“An infringement analysis entails two steps. The first step is determining the meaning
and scope of the patent claims asserted to be infringed. The second step is comparing the
properly construed claims to the device accused of infringing.” Markman v. Westview
Instruments, Inc., 52 F.3d 967, 976 (Fed. Cir. 1995) (en banc), aff’d, 517 U.S. 370 (1996)
(citations omitted). Infringement must be proven by a preponderance of the evidence. See
SmithKline Diagnostics, Inc. v. Helena Labs. Corp., 859 F.2d 878, 889 (Fed. Cir. 1988). The
preponderance of the evidence standard “requires proving that infringement was more likely than
not to have occurred.” Warner-Lambert Co. v. Teva Pharm. USA, Inc., 418 F.3d 1326, 1341
n.15 (Fed. Cir. 2005).

Literal infringement requires the patentee to prove that the accused device contains each
and every limitation of the asserted claim(s). See Frank’s Casing Crew & Rental Tools, Inc. v.
Weatherford Int’l, Inc., 389 F.3d 1370, 1378 (Fed. Cir. 2004). Where literal infringement is not
found, infringement can still be found under the doctrine of equivalents. See TIP Sys., LLC v.
Phillips & Brooks/Gladwin, Inc., 529 F.3d 1364, 1376 (Fed. Cir. 2008) (“Infringement under the
doctrine of equivalents may be found when the accused device contains an ‘insubstantial’ change
from the claimed invention.”) (citations omitted).

III.  DISCUSSION

The Commission determined to review: (1) the FID’s infringement findings with respect

to Jennewein’s bacterial strains adjudicated in this investigation; and (2) the FID’s decision not
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to adjudicate infringement as to Jennewein’s alternative or redesigned bacterial strain, i.e., the
TTFL12 strain. See 85 Fed. Reg. at 6574.

A. Infringement as to the Term Exogenous Functional B-Galactosidase Gene

The previously presiding ALJ'? construed “functional B-galactosidase gene” to mean
“functional sequence of DNA that encodes B-galactosidase.” See Order No. 22 at 29 (Dec. 18,
2018). No party petitioned for review of that construction. The parties also agreed that
“exogenous” is properly construed as “originating outside an organism, tissue, or cell.” See id.
at 12.

The FID finds that the Accused Strains do not literally satisfy the claim term “an
exogenous functional B-galactosidase gene,” but that the term is satisfied under the doctrine of
equivalents. See FID at 38-45. The FID reasons that Jennewein’s Accused Strains include two
distinct DNA sequences, namely, lacZa and lacZQ, which, together, encode for the
B-galactosidase enzyme. See id. at 38-39. The FID concludes that “Jennewein’s Accused
Strains do not literally infringe ‘an exogenous functional B-galactosidase gene’ because they lack
a single sequence of DNA which functions to create a -galactosidase gene.” See id. at 39.
Nevertheless, the FID finds “no difference between the combination of lacZa and lacZCQ genes
on the one hand, and any particular individual ‘functional B-galactosidase gene’ on the other.”
See id. at 40.

In addition, the FID recognizes that “/acZa in the Accused Strains was not added by
Jennewein, but was present in the original BL21 (DE3) strain which Jennewein engineered to

achieve the Accused Strains.” See id. at 44-45. The FID finds, however, that “the exogenous

12 At the time of Order No. 22, the investigation was assigned to the Chief ALJ. On April 2,
2019, the investigation was transferred to Judge Elliot.

10
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nature of lacZC) is enough to meet the limitation” at issue. Id. The FID explains that “[i]t is the
combination of lacZa and lacZ<) which is equivalent to the claimed ‘B-galactosidase gene,” and
this combination does not exist until lacZ€ is inserted into the bacterium’s genome from outside
the organism.” See id. at 45. Thus, the FID concludes, “the combination is ‘exogenous’ and
satisfies the claim limitation at least under the doctrine of equivalents.” See id.

Jennewein petitioned for review of the FID’s infringement findings with respect to the
claim term “an exogenous functional B-galactosidase gene.” Jennewein’s Pet. at 30-35.
Jennewein did not dispute the FID’s findings that the combination of the lacZa and lacZ€) genes
is equivalent to a functional B-galactosidase gene, but Jennewein argued that the combination is
not exogenous because only lacZQ is exogenous while lacZa is endogenous.'®  See id. at 31.
Jennewein reasoned that the FID “departs from the parties’ agreed-upon construction for
‘exogenous’” and “incorrectly concludes that ‘[i]t is the combination of lacZa and lacZ<) which
is equivalent to the claimed ‘B-galactosidase gene,” and this combination does not exist until

2

lacZQ is inserted into the bacterium’s genome from outside the organism.”” See id. (citation
omitted) (emphasis in original). Jennewein explained that “[t]he claim language does not
encompass a combination of gene fragments that did not ‘exist’ until one fragment is inserted
into the genome” but “[r]ather, it requires that the combination itself originated outside of
Jennewein’s strain.” See id. (citation omitted).

The Commission finds that the FID correctly determined that Jennewein’s Accused

Strains include a combination that is equivalent to the claimed “exogenous functional

B-galactosidase gene.” See FID at 38-45. Jennewein argued that the ID’s finding that the

(153

13" Jennewein explains that “‘endogenous’ genes are those present in the host strain prior to any
genetic engineering.” Jennewein’s Pet. at 34 (citing Hr’g Tr. (Prather) at 441:25-442:4).

11
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combination “does not exist” in the host strain until /acZQ is inserted into the bacterium’s
genome, is incorrect because, in Jennewein’s view, the construction of “exogenous” (i.e.,
“originating outside an organism, tissue, or cell”) requires that “the combination itself
originate[s] outside of Jennewein’s strain.” See Jennewein Pet. at 31. This alleged distinction,
however, is unpersuasive. Indeed, as the FID finds, the combination does not exist in the
original strain, and therefore the combination itself does not originate from within the organism.
See FID at 44-45 (citing CX-213 at Figure 2, 5158). Thus, the Commission agrees with the FID
that “the exogenous nature of /acZQ is enough” to make the combination exogenous and any
difference between the claim term “an exogenous functional B-galactosidase gene” and the
accused products is insubstantial. See id. at 45; accord Glycosyn’s Pet. Resp. at 28; IA’s Pet.
Resp. at 10.

In addition, the Commission finds that lacZa, which is present in the genetically-
engineered strain, i.e., BL21[DE3], is also exogenous as compared to the wild-type E. coli
bacterium. See Glycosyn’s Pet. Resp. at 30-31.  As Glycosyn explains, “[i]t is . . . undisputed
that the lacZa gene exists in the BL21(DE3) genome only by way of human intervention.” See
id. at 30 (citing CX-213 (Jennewein’s GRAS Notice) at CX-213.297 (“Since its isolation in
1818, the E. coli B strain has also undergone multiple rounds of genetic manipulation resulting in
the strain BL21 (DE3).”); RX-386C (Parschat!%) at Q/As 68-69). In addition, “it is undisputed
that the DE3 is derived from a prophage, or in other words, a virus, that infects E. coli. to insert
foreign DNA into the E. coli.” See id. at 31 (citing RX-386C (Parschat) at Q/As 133-134 (“We

discovered there was actually a lacZ[a] like fragment already present in the DE3 prophage in the

14 Katja Parschat is Jennewein’s Deputy Head of Research and Development.

12
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genome of strain #1540. . . . A prophage is the genome [of] an E. coli virus or phage or part of
that genome that is integrated into the bacterial chromosome replicate.”)).

The language of the Asserted Claims and the specification of the *018 patent make clear
that the claimed genetically-engineered bacterium and its “exogenous functional B-galactosidase
gene” are to be compared to the native or wild-type E. coli bacterium rather than to a genetically-
engineered strain, i.e., BL21[DE3]. See JX-3, 018 patent at 111:45-49 (claim 1) (“A method
for producing a fucosylated oligosaccharide in a bacterium comprising[:] providing an isolated
E. coli bacterium comprising . . . an exogenous functional -galactosidase gene comprising a
detectable level of B-galactosidase activity that is reduced compared to that of a wild-type E. coli
bacterium.”) (emphasis added); id. at 5:1-5 (“The bacteria used herein to produce HMOS are
genetically engineered to comprise an increased intracellular guanosine diphosphate (GDP)-
fucose pool, an increased intracellular lactose pool (as compared to wild type) and to comprise
fucosyl transferase activity.”) (emphasis added); id. at 6:45-53 (“In the case of lactose and GDP-
fucose, endogenous E. coli metabolic pathways and genes are manipulated in ways that result in
the generation of increased cytoplasmic concentrations of lactose and/or GDP-fucose, as
compared to levels found in wild type E. coli. For example the bacteria contain at least 10%,
20%, 50%, 2x, 5x, 10x or more of the levels in a corresponding wild type bacteria that lacks the
genetic modifications described above.”) (emphasis added).

There is no dispute that, as compared to the wild-type E. coli bacterium, both lacZa and
lacZQ are exogenous, i.e., they “originat[e] outside an organism, tissue, or cell.” See CX-213 at
CX-213.297; RX-386C (Parschat) at Q/As 68-69, 133-34. Thus, the Commission has

determined to affirm with modification the FID’s finding that the Accused Strains infringe the

13
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Asserted Claims under the doctrine of equivalents, and supplements the FID’s analysis as
discussed above.

B. Adjudication of Infringement with Respect to the TTFL12 Strain

During the investigation, Jennewein sought adjudication of infringement with respect to its
TTFL12 bacterial strain, which Glycosyn did not accuse in its complaint. Jennewein identified
the TTFL12 strain on September 14, 2018, in its Ground Rule 7.2 disclosure!® (CX-226C) and in
its interrogatory responses served on November 5, 2018 (CX-237C). Jennewein further
provided two documents, RX-320C (a draft article) and RX-382 (European Patent Application
No. 14 162 869.3) (both produced on August 21, 2018), to establish the relevant features of the
TTFL12 strain.

The FID declines Jennewein’s request for adjudication, reasoning that “there can be no
dispute that Glycosyn has not accused [the TTFL12 strain] of infringement.” See FID at 28.

The FID states that Commission precedent follows “a four-factor test as to whether a respondent
has met its burden to show that infringement of a redesigned product should be adjudicated,”
namely, whether “[t]he product [is]: (1) within the scope of the investigation, (2) imported,

(3) sufficiently fixed in design, and (4) subject to extensive discovery.” See id. at 29 (citing
Certain Two-Way Radio Equipment and Systems, Related Software, & Components Thereof, Inv.
No. 337-TA-1053, Comm’n Op. at 8, 2018 WL 8648379 (Dec. 18, 2018) (“Two-Way Radio”)).

“Of these factors, [the FID] finds Respondents have not met their burden as to the fourth
factor, subject to extensive discovery.” Seeid. Specifically, the FID determines that

Jennewein failed to “provide[] ‘extensive’ or ‘sufficient’ discovery on the TTFL12 strain.” See

15" Ground Rule 7.2 relates to the “Disclosure of Products Within the Scope of the [Notice of
Investigation].” See Order No. 2 (June 21, 2018).

14
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id. at 32. The FID reasons that “while Jennewein identified TTFL12 as falling under the scope
of the investigation in its Ground Rule 7.2 disclosure [(CX-226C)], and identified the ‘draft’
article, RX-0320C, as evidence of TTFL12’s relevant features, it did not identify the patent
application [(RX-382)] such that Glycosyn would have been on notice of it,” because the patent
application “does not refer to TTFL12 by name.” See id. at 32-33. The FID further finds that
“RX-0320C may provide information on the conception of TTFL12, but it does not sufficiently
identify and describe a product that could serve as an accused product.” See id. at 34.

The FID also rejects Jennewein’s discovery responses as insufficient because they were
served on the last day of discovery, which ended on November 5, 2018. See id. The FID
determines that Jennewein’s failure to identify TTFL12 in response to Glycosyn’s request for
admission on importation “was more than enough to dissuade Glycosyn from investigating
anything other than the #1540 strain during discovery.” See id. at 34-35. The FID further finds
that “Glycosyn [was] on notice of just three things: a strain referred to as TTFL12 exists and
was described in an unpublished, undated article as lacking a lacZ gene (CX-0226; CX-03200C);
at some point the strain was used to create an unspecified amount of 2’-FL (CX-2037C at 1-2);
but that 2°-FL had not been imported into the United States (CX-0216C at 5).” See id. at 34.

The FID recognizes that “Glycosyn failed to take discovery of its own on [the TTFL12]
issue . . . and to respond to Jennewein’s own requests for admission on TTFL12,” but the FID
finds that “it is Jennewein’s burden to introduce TTFL12-based 2’-FL into the case.” See id. at
35 (citing Two-Way Radio). Thus, the FID concludes that “adjudication of whether the TTFL12
strain infringes [is not] appropriate at this time because the discovery on TTFL12 was not

adequate.” See id.

15
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Jennewein and the IA petitioned for review of the FID’s alleged failure to adjudicate
infringement with respect to Jennewein’s TTFL12 bacterial strain. Jennewein’s Pet. at 35-41;
IA’s Pet. at 5-22. Jennewein argued that the FID errs in requiring a heightened burden of
“extensive discovery” where Commission precedent requires only that the respondent “provid|[e]
sufficient information to put the complainant on notice that [the TTFL12 strain] may be at issue.”
See Jennewein’s Pet. at 37-38 (citing Certain Television Sets, Television Receivers, Television
Tuners, & Components Thereof, Inv. No. 337-TA-910, Order No. 46 at 23 (Nov. 28, 2014),
unreviewed, Comm’n Notice (Dec. 3, 2014)); accord 1A’s Pet. at 22 (“[T]he [FID’s] conclusion
that the disclosure was somehow not ‘sufficient’ was a clearly erroneous finding of material fact
that merits review by the Commission.”).

Jennewein also argued that the FID should have adjudicated non-infringement because
the “TTFL12 strain lacks a functional B-galactosidase gene, and therefore it is incapable of
having any B-galactosidase activity as the claim clearly requires.” See Jennewein’s Pet. at 39.
Jennewein asserted that “[its] witnesses explained the structure and capabilities of the TTFL12
strain such that a noninfringement opinion would be straightforward.” See id. at 39-40 (citing
RX-320C (Jennewein draft manuscript produced August 2018) (“[g]enes encoding proteins
involved in pathways that compete with 2’-FL biosynthesis were inactivated or deleted”); RX-
409C (Stephanopoulos'® RWS!") at Q/A 278 (testifying that the lacZ gene has been deleted or
inactivated and that TTFL12 was not further engineered to insert a functional exogenous

B-galactosidase gene); Hr’g Tr. (Parschat) at 384:10-17 (“The complete lacZ gene as occurs in

16 Gregory Stephanopoulos was Jennewein’s technical expert in this investigation.

17 «“RWS” refers to Rebuttal Witness Statement.

16
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the operon is not present in the TTFL-12 strain.”); RX-387C (Parkot'® Witness Statement
(“WS”)) at Q/A 85 (“The TTFL12 strain is a 2’-FL production strain that has no B-galactosidase
(lacZ) gene and does not use lactose to synthesize 2°-FL.”); see also 1A’s Pet. at 16-17 (“Unlike
in the bacterial strain discussed in the 018 Patent, in the TTFL12 strain the inactivated lacZ gene
was not replaced with an exogenous functional -galactosidase gene.”) (citing RX-320C).
Accord 1A’s Resp. at 3-7; Jennewein’s Resp. at 2-11.

Jennewein further argued that the FID “improperly rewards Glycosyn for its refusal to
take discovery on the TTFL12 strain.” See Jennewein’s Pet. at 40. Jennewein reasons that
“Glycosyn never tested the TTFL12 strain during its inspection of Jennewein’s facilities in
Germany, even though it had every chance to do so” and “never asked its expert, Dr. Prather, to
opine on TTFL12.” See id. (citing Hr’g Tr. (Prather'”) at 558:11-14 (“Q. . . . So you at least
never asked, through Dr. Wheeler or otherwise, to test the TTFL-12 strain; correct? A. That’s
correct. We never asked for it.”), 509:17-25); see also id. at 530:17-19 (“Q. So you did not
analyze the TTFL-12 strain for the purpose of this investigation? A. 1did not.”); accord 1A’s
Pet. at 14-15 (“A complainant cannot willfully ignore evidence of noninfringement presented in
discovery and then expect that any remedy imposed will apply to the products that the
complainant declined to investigate.”) (citing Certain Electronic Digital Media Devices &
Components Thereof, Inv. No. 337-TA-796, Comm’n Op., 2013 WL 10734395, *71 (Sept. 6,
2013) (“Electronic Digital Media Devices”) (““When confronted with Samsung’s evidence of
noninfringement, Apple had an obligation to either present evidence of infringement or withdraw

its allegations concerning these products, but it did neither.”)).

1% Julia Parkot is Jennewein’s Head of Quality Management.

19 Kristala L. Jones Prather was Glycosyn’s technical expert in this investigation.
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Glycosyn argued that Jennewein failed to satisfy its burden under 7wo-Way Radio to
establish that the TTFL12 product is fixed in design and that it was imported, and that Jennewein
did not provide sufficient discovery on TTFL12. See Glycosyn’s Pet. Resp. at 33-34.
Glycosyn reasoned that “Jennewein failed to produce even the most basic common laboratory
documents for any of its strains, including its #1540 production strain.” See id. at 34.
Glycosyn further argued that “Jennewein and Staff are . . . wrong to suggest that Glycosyn
should have done more to obtain discovery regarding Jennewein’s TTFL12 strain” and that
“Glycosyn sought, and Jennewein failed to produce, documents sufficient to describe the nature
or use of TTFL12.” See id. at 41.

The Commission has determined to reverse the FID’s decision not to adjudicate the
TTFL12 bacterial strain.?® The Commission previously stated that the test for determining
whether a respondent has met its burden for adjudication of a redesigned or alternative product
includes four factors: (1) whether the product is within the scope of the investigation;

(2) whether it has been imported?!; (3) whether it is sufficiently fixed in design; and (4) whether
it has been sufficiently disclosed by respondent during discovery. See Two-Way Radio, 2018
WL 8648379 at *13-14. The Commission also reiterates its policy in favor of adjudicating
redesigns to prevent subsequent and potentially burdensome proceedings that could have been

resolved in the first instance in the original Commission investigation. See, e.g., Certain

20 Commissioner Schmidtlein dissents from Part III(B) of the Commission’s decision and has
filed a separate opinion concurring in part and dissenting in part.

2l The Commission notes that while importation may be relevant to the inquiry, actual
importation of the redesign is not a mandatory requirement. See, e.g., Certain Multiple Mode
Outdoor Grills and Parts Thereof, Inv. No. 337-TA-895, Comm’n Op. at 20 (July 23, 2014);
Certain Television Sets, Certain Television Receivers, Television Tuners, and Components
Thereof, Inv. No. 337-TA-910, Order No. 46 (Initial Determination) at 29 (Nov. 28, 2014) (Lord,
J.) (not reviewed).

18
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Television Sets, Television Receivers, Television Tuners, & Components Thereof, Inv. No. 337-
TA-910, Order No. 46 at 23-24 (Nov. 3, 2014), unreviewed, Comm’n Notice (Dec. 3, 2014) (“As
a policy matter, ‘consideration of design around products during the course of the proceedings
before the ALJ provides predictability in enforcement of the order by U.S. Customs and Border
Protection.”) (quoting Certain Multiple Mode Outdoor Grills & Parts Thereof, Inv. No. 337-TA-
895, Comm’n Op., 2014 WL 12890485, *10 (July 23, 2014)). However, redesigned products
are still within the scope of remedial orders that are issued upon the termination of the
investigation even if such products were not adjudicated for infringement in the original
investigation. See Certain Optical Disk Controller Chips & Chipsets & Prods. Containing
Same, Including DVD Players & PC Optical Storage Devices, Inv. No. 337-TA-506, Comm’n
Op., 2007 WL 4713920, *64 (Sept. 28, 2005) (“[W]hile individual models may be evaluated to
determine importation and infringement, the Commission’s jurisdiction extends to all models of
infringing products that are imported at the time of the Commission’s determination and to all
such products that will be imported during the life of the remedial orders.”) (internal quotation
omitted); cf. IA’s Pet. at 8 (“[A]lthough it refused to identify TTFL12-based 2’-FL as an accused
product, Complainant argued that the product should nevertheless be covered by any exclusion
order that issues in this investigation.”). To the contrary, once a respondent has been
determined to be in violation of the Commission’s remedial orders, such orders extend to all
infringing products (e.g., respondent’s redesigned products), whether or not they were
adjudicated in the original investigation.

The Commission agrees with the FID that the record evidence establishes that the first
three factors specified above are satisfied. See FID at 29. With respect to factor (1) (scope of

the investigation), there is no dispute that the 2’-FL produced with the TTFL12 strain is within
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the scope of the investigation, which is defined in the notice of investigation as
“2’-fucosyllactose oligosaccharides.” See 83 Fed. Reg. at 28865. As to factor (2)
(importation), although Jennewein did not identify TTFL12 in its September 20, 2018 response
to Glycosyn’s request for admission as to importation (because it had not been imported at the
time), see CX-216C at 5, there is ample evidence that the 2’-FL product from that strain was
subsequently imported on October 11, 2018, prior to the close of fact discovery. See IA’s Pet. at
10-12 (citing FID at 34; RX-278C (Jennewein shipping invoice); RX-279C (Jennewein 2’-FL
material safety data sheet); RX-280C (summary of Jennewein 2’-FL importation); RX-385C
(Jennewein WS) at Q/As 135 (“180 g of 2’-FL produced by using the TTFL12 strain were
imported into the U.S.”), 171-72; RX-387C (Parkot WS) Q/As 101-110); Hr’g Tr. at 347:6-22,
348:7-25 (Parkot); id. at 215:24-216:7 (Jennewein)).

The record evidence also demonstrates that the TTFL12 strain satisfies factor (3)
(sufficiently fixed in design). As Jennewein’s witnesses testified, see Hr’g Tr. at 197:12-21
(Jennewein), “[t]he strain has been in development since 2012 and “[a] lot of different
fermentation runs have been done since then.” See also id. at 347:6-22 (Parkot) (discussing
certain records showing that Jennewein has actually produced 2’-FL using the TTFL12 strain).

Lastly, as to factor (4) (sufficient disclosure in discovery), the Commission disagrees
with the FID’s conclusion that Jennewein has not met its burden to establish that this factor is
satisfied. See FID at 29. Jennewein was required to provide sufficient (not extensive)?? fact

and expert discovery to put Glycosyn on notice of that strain and its relevant features. Cf. Two-

22 The FID recites both “sufficient” and “extensive” evidence (see, e.g., FID at 29, 32), but as
explained herein, the test for adjudicating redesigns does not require extensive discovery.
Rather, the test requires discovery that is sufficient for the complainant to assess the features
relevant to the asserted patent claims.
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Way Radio, 2018 WL 8648379 at *14 (“[T]he principal issues on review are (1) whether
[respondent] produced discovery that is sufficient to inform [complainant] with respect to the
redesigned product features relevant to the asserted . . . patents . . . ; and (2) whether
[complainant’s] decision not to assert infringement by the redesigned products with respect to
these [asserted] patents constitutes a failure to satisfy its burden to prove infringement.”).

The Commission finds that Jennewein presented sufficient documentary evidence as well
as fact and expert testimony to put Glycosyn on notice of the relevant features of the TTFL12
strain.?® Specifically, Jennewein identified the TTFL12 strain on September 14, 2018, in its
Ground Rule 7.2 disclosure (CX-226C) and in its interrogatory responses served on November 5,
2018 (CX-237C). Jennewein also produced two key documents, RX-320C and RX-382 (both
produced on August 21, 2018, well before November 5, 2018, the close of fact discovery),
supported by expert and witness testimony, showing the relevant features of the TTFL12 strain
and establishing that the strain does not infringe the asserted patent because it lacks an
exogenous functional B-galactosidase gene (lacZ). See Jennewein’s Resp. (citing RX-382 at 24
(Eur. App. No. 14 162 869.3) (showing that the TTFL12 strain was engineered to make lactose
inside the cell and to lack or inactivate the B-galactosidase gene because the gene otherwise
destroys the lactose feedstock needed to make 2°-FL)); see also RX-409C (Stephanopoulos
RWS) at Q/As 279-280 (“[RX-382] describes a preferred bacterial host cell lacking expression

of lacZ in one embodiment.”); RX-386C (Parschat WS) at Q/As 161 (“The lacZ gene . . . is

23 The Dissent dismisses witness testimony provided after the close of discovery and/or at the
hearing but such testimony is based on expert reports or deposition testimony which must be
produced during discovery (generally, such reports are not included in the record evidence). See
Order No. 24, Ground Rule 11.5.5 (“An expert’s testimony at the trial shall be limited in
accordance with the scope of his or her expert report(s), deposition testimony, or within the
discretion of the Chief Administrative Law Judge. Direct testimony from an expert that is
outside this scope will be excluded.”).
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actually detrimental since it degrades the lactose substrate needed to make 2’-FL. . . . Since no
addition of lactose is needed for 2’-FL production using the TTFL12 strain there is no lactose to
remove and the /acZ gene is unnecessary.”); Hr’g Tr. (Jennewein) at 226:25-227:7 (testifying
that TTFL12 strain lacked a lacZ gene because there is no surplus of lactose which would have
required B-galactosidase to eliminate the surplus); RX-385C (Jennewein?*) at Q/As 166-174.

The FID finds that exhibits RX-320C and RX-382 have low probative value or provide
unreliable evidence of an accused product’s features. See FID at 33-34. However, the
testimonial (fact and expert) evidence establishes the relevance of the documents to Jennewein’s
non-infringement claims. See, e.g., RX-409C (Stephanopoulos RWS) at Q/As 272-86
(discussing RX-320C and Jennewein’s non-infringement theory, i.e., that the /acZ gene has been
deleted or inactivated and that TTFL12 was not further engineered to insert a functional
exogenous B-galactosidase gene); Hr’g Tr. (Parschat) at 384:10-17 (testifying that “[t]he
complete lacZ gene as occurs in the operon is not present in the TTFL-12 strain”); RX-387C
(Parkot WS) at Q/A 85 (“The TTFL12 strain is a 2’-FL production strain that has no -
galactosidase (lacZ) gene and does not use lactose to synthesize 2’-FL.”); accord IA’s Pet. at 13-
14, 16-17, 19-22, 19-20 (“[T]he ALJ appears to have overlooked the hearing testimony of . . .
Ms. Parkot . . . [which] is sufficient to supply the missing link between the 2’-FL that was
‘actually produced’ and the TTFL12 strain described in the draft Jennewein article, RX-320C.”),
20 (“RX-382 demonstrates that Respondent had developed a ‘total fermentation’ strain by no
later than early 2014, when the European patent application was filed.”).

With regard to the FID’s comment that “[a]n earnest effort to force TTFL12 into the

investigation would have seen Jennewein prove to Glycosyn the nature of TTFL12, and how it

24 Stefan Jennewein is the Managing Director of Jennewein.
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had been used to produce imported 2’-FL, before the very last day of fact discovery,” FID at 35,
the Commission notes that the parties do not dispute that Jennewein produced relevant discovery
as to TTFL12 within the fact discovery period established by the procedural schedule. If
Glycosyn and its expert deemed such evidence to be insufficient, Glycosyn could and should
have taken available procedural steps, such as a motion to reopen discovery or to compel further
discovery, because the burden of establishing infringement remains with Glycosyn.?*

The Commission also finds that Glycosyn failed to satisfy its burden of establishing
infringement with respect to Jennewein’s TTFL12 strain. See Medtronic, Inc. v. Mirowski
Family Ventures, LLC, 571 U.S. 191, 194 (2014) (holding that the burden of proving
infringement remains with the patentee even in a declaratory judgment action to establish non-
infringement); Electronic Digital Media Devices, 2013 WL 10734395, *71 (“When confronted
with Samsung’s evidence of noninfringement, Apple had an obligation to either present evidence
of infringement or withdraw its allegations concerning these products, but it did neither.”).

Unlike the accused #1540 strain and its derivative, there is no evidence that a lacZS

fragment was inserted into the TTFL12 strain or any of its precursors. See RX-320C at 17-18

25 In Glycosyn’s submissions to the Commission in response to the notice of review, Glycosyn
does not contend that the testimony of fact witnesses or the opinions of Jennewein’s expert
witness provided in discovery were insufficient to apprise it of information relating to the
TTFL12 strain or Jennewein’s non-infringement theory. Glycosyn’s Resp. at 35-39, Glycosyn’s
Reply at 13-16. Indeed, the IA points out that “Glycosyn failed to question any witnesses about
the product during fact discovery, or to test a sample of the TTFL12 strain or 2’-FL made using
the TTFL12 strain during its onsite testing at Jennewein’s facility.” I1A’s Resp. at 34; see also
Jennewein Resp. at 32-33 (“Glycosyn never questioned any of Jennewein’s fact witnesses at
their depositions about the properties of the TTFL12 strain. SIB at 71. And when it traveled to
Jennewein’s German facility to conduct testing of Jennewein’s other production strains — six
weeks after Jennewein had disclosed TTFL12 and its genetic composition — Glycosyn never
asked to test it.”). Glycosyn does not deny the IA and Jennewein’s assertions that it chose not to
question witnesses or to test the TTFL12 strain or 2’-FL made using the TTFL12 strain during its
on-site testing in Germany. Glycosyn’s Reply at 15.
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(Table 1); RX-409C (Stephanopoulos RWS) at Q/As 277-278 (testifying that “the lacZ gene has
been deleted or inactivated” and that “TTFL12 was not further engineered to insert a functional
exogenous B-galactosidase gene”); see also Hr’g Tr. (Parschat) at 384:10-17 (“The complete
lacZ gene as occurs in the operon is not present in the TTFL-12 strain.”); RX-386C (Parschat
WS) at Q/As 159-160 (“[T]here is no B-galactosidase gene so the strain cannot produce
B-galactosidase.”); RX-387C (Parkot WS) at Q/A 85 (“The TTFL12 strain is a 2’-FL production
strain that has no -galactosidase (lacZ) gene and does not use lactose to synthesize 2’-FL.”);
RX-385C (Jennewein) at Q/As 160-62, 176-177 (testifying that “[Jennewein] deleted the lacZ
gene and also did not insert any -galactosidase gene or complementary -galactosidase gene
fragments so there can be no -galactosidase activity”); Hr’g Tr. (Jennewein) at 227:8-13
(testifying that he wrote the RX-320 article). Thus, based on the record evidence, the
Commission finds that the TTFL12 strain does not contain an “exogenous functional 3-
galactosidase gene comprising a detectable level of B-galactosidase activity” as required by the
Asserted Claims. Accord IA’s Resp. at 3-7; Jennewein’s Resp. at 2-11.

Unlike Jennewein, Glycosyn presented no expert evidence to establish the presence of a
lacZ gene or lacZQ fragment in the TTFL12 strain, and thereby infringement by that strain,
arguing instead that Jennewein presented insufficient discovery. See Glycosyn’s Resp. at 11;
see also Centricut, LLC v. Esab Group, Inc., 390 F.3d 1361, 1370 (Fed. Cir. 2004) (finding no
infringement where “a patent law plaintiff who presents complex subject matter without inputs

from experts qualified on the relevant points in issue when the accused infringer has negated
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infringement with its own expert.”).26 Glycosyn asserts that “TTFL12[] contain[s] a functional
lacZo. B-galactosidase gene,” but Glycosyn says nothing about /acZQ. See Glycosyn’s Resp. at
11-14. As the FID finds, “[i]t is the combination of lacZo and lacZ€2 which is equivalent to the
claimed ‘B-galactosidase gene,” and this combination does not exist until lacZQ is inserted into
the bacterium’s genome from outside the organism.” See FID at 45; see also Hr’g Tr. (Prather)
at 436:1-6 (agreeing that “the alpha fragment[] . . . cannot make beta-galactosidase on its own”).
Nor is there any evidence that the lacZCQ was inserted in the TTFL12 strain. Thus, the
Commission finds that Glycosyn failed to establish that the TTFL12 strain contains an
“exogenous functional B-galactosidase gene comprising a detectable level of B-galactosidase
activity” as required by the Asserted Claims. Accordingly, Glycosyn failed to satisfy its burden
to establish infringement by the TTFL12 strain.?’

Thus, the Commission has determined to reverse the FID’s decision not to adjudicate
infringement with respect to the TTFL12 strain and provides its reasoning above as to why such
adjudication is warranted. The Commission further finds that the TTFL12 strain does not

infringe the Asserted Claims as discussed above.

26 The ALJ determined that “one of ordinary skill in the art would have (1) a Ph.D in molecular
biology, biochemistry, or chemical engineering, or an equivalent field, and 1-2 years of
experience working with E. coli bacteria or related systems, or (2) a lower level degree (e.g., a
M.A.) in a similar field to those listed above, but a greater amount of relevant working
experience (e.g., 5-6 years of experience working with E. coli bacteria or related systems).” See
Order No. 22 at 7.

27 Glycosyn also argues that 35 U.S.C. § 295 creates a presumption that Jennewein’s product
was made by the patented process, and that Jennewein has the burden to establish that the
product was not made by the patented process. See Glycosyn’s Resp. at 14-18. Glycosyn
waived this argument both before the ALJ and the Commission. See Order No. 38 at 2-3 (June
14, 2019); 19 C.F.R. § 210.43(b)-(c); see Finnigan Corp. v. ITC, 180 F.3d 1354, 1362-63 (Fed.
Cir. 1999) (“A party seeking review . . . of a determination by the Commission must specifically
assert the error made by the ALJ in its petition for review to the Commission.”). In any event,
the record in this investigation shows that any presumption under 35 U.S.C. § 295 is overcome
by Jennewein as to the TTFL12 strain.
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IV. REMEDY, PUBLIC INTEREST, AND BONDING

The RD recommends that the Commission issue an LEO barring entry of Jennewein’s
articles that infringe the asserted patent claims. See RD at 116-18. The RD does not
recommend that the Commission issue a CDO against Jennewein.?® The RD further
recommends that the Commission impose a five (5) percent bond during the period of
Presidential review. See id. at 118-19. Still further, as directed by the Commission, the RD
provides findings with respect to the public interest and recommends that the Commission
determine that the public interest factors do not preclude entry of the proposed LEO. See id. at
119-20.

A. Limited Exclusion Order

The Commission has “broad discretion in selecting the form, scope, and extent of the
remedy.” Viscofan, S.A. v. US. Int’l Trade Comm’n, 787 F.2d 544, 548 (Fed. Cir. 1986).

Section 337(d)(1) provides that “[1]f the Commission determines, as a result of an
investigation under this section, that there is a violation of this section, it shall direct that the
articles concerned, imported by any person violating the provision of this section, be excluded
from entry into the United States, unless, after considering the [public interest], it finds that such
articles should not be excluded from entry.” 19 U.S.C. § 1337(d)(1). See also Spansion, Inc. v.
Int’l Trade Comm’n, 629 F.3d 1331, 1358 (Fed. Cir. 2010) (“[T]he Commission is required to
issue an exclusion order upon the finding of a Section 337 violation absent a finding that the
effects of one of the statutorily-enumerated public interest factors counsel otherwise.”).

The RD recommends that the Commission issue an LEO excluding Jennewein’s

infringing 2’-FL product. See RD at 117. Consistent with its decision not to adjudicate the

28 Glycosyn does not request a CDO against Jennewein.
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TTFL12 strain, the RD recommends against a carve-out for 2’-FL product made with the
TTFL12 strains. See id. The RD, however, recommends “a certification provision, wherein
said certification is required to state with particularity the grounds of non-infringement of the
imported oligosaccharide and be accompanied by sufficient corroborating evidence of the type
provided in discovery in this investigation.” See id. at 118.

The Commission has determined to issue an LEO barring importation of
2’-fucosyllactose oligosaccharides that infringe the Asserted Claims. Consistent with its finding
that the TTFL12 strain does not infringe the Asserted Claims, the Commission has determined to
include an explicit carve-out for 2’-FL product made with the TTFL12 strain. In addition, the
Commission has determined that the LEO should include the standard certification provision.
The Commission finds that the certification provision is justified because it may not be readily
apparent by inspection whether the imported article is covered or exempted by the LEO, i.e.,
whether the imported 2’-FL product is made by an infringing strain (e.g., bacterial strains #1540
and its derivative) or by a non-infringing strain (i.e., the TTFL12 strain). See Certain Graphics
Sys., Components Thereof, & Consumer Prods. Containing the Same, Inv. No. 337-TA-1044,
Comm’n Op. at 65-66 (Sept. 18, 2018). To be clear, as the Commission has previously held,
“[t]he standard certification ‘does not apply to redesigns that have not been adjudicated as non-
infringing.”” See Automated Teller Machines, ATM Modules, Components Thereof, & Prods.
Containing the Same, Inv. No. 337-TA-972, Comm’n Op., 2017 WL 11198798, *16-17 (June
12, 2017) (quoting Certain Marine Sonar Imaging Devices, Including Downscan & Sidescan
Devices, Prods. Containing the Same, & Components Thereof, Inv. No. 337-TA-921, Commn

Op., 2016 WL 10987364, *53 (Jan. 6, 2016)).
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Thus, the Commission has determined to issue an LEO: (1) covering “2’-fucosyllactose
oligosaccharides that infringe the Asserted Claims™; (2) including the standard certification
provision in the LEO; and (3) including an explicit carve-out for 2’-FL product made with the
TTFL12 strain.

B. The Public Interest

Section 337 requires the Commission, upon finding a violation of section 337, to issue an
LEO “unless, after considering the effect of such exclusion upon the public health and welfare,
competitive conditions in the United States economy, the production of like or directly
competitive articles in the United States, and United States consumers, it finds that such articles
should not be excluded from entry.” 19 U.S.C. § 1337(d)(]).

The RD “do[es] not find the requested [LEO] would meaningfully impact public health
and welfare, competitive conditions, domestic production of articles, or U.S. consumers.” See
RD at 120. The RD finds that “the purpose of providing 2’-FL in infant formula is to improve
public health, [but] the evidence shows that the otherwise well-established market has only
recently begun including 2’-FL into its products, and with amounts that have unclear efficacy
levels.” Seeid. The RD concludes that “[t]he U.S. public is therefore not dependent on such
products, as of yet.” See id.

1. Public Health and Welfare

Jennewein argues that “2’-FL has important health benefits, including its use in infant
formula,” and ““at this time, Jennewein is the only company that can supply 2’-FL to the U.S.
market in commercial quantities.” See Jennewein’s PI Br. at 1. Jennewein further argues that
its product is incorporated as an ingredient in Abbott’s Similac® product which is “the number

one selling infant formula” in the U.S. See id. (citing RX-385C (Jennewein WS) at Q/A 187).
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Jennewein faults the RD for stating that the “market has only recently begun including”
its 2’-FL product. See id. at 2. To the contrary, Jennewein continues, “Abbott has been adding
2’-FL in its infant formula since 2016 and “there is no reason to doubt that Abbott chooses to
include 2’-FL in its Similac® because of the health benefits of 2’-FL.” See id. (citing CX-205);
accord Abbott’s P1 Br. at 1-3.

Glycosyn does not dispute that “HMOs provide health benefits.” See Glycosyn’s
Remedy Br. at 2. Glycosyn, however, argues that the proposed LEO will not adversely impact
the public health or welfare. See id. at 2-4. Glycosyn reasons that “only a subsection of infant
formulas in the United States contain 2’-FL, and that even in those that do, the amounts ‘have
unclear efficacy levels.”” See id. at 3 (citing RD at 120); accord 1A’s Resp. at 39-40.

Glycosyn also explains that there are “many entities that can meet the demand for 2’-FL in the
United States.” See Glycosyn’s Remedy Br. at 4; IA’s Resp. at 40-42; DuPont PI Br. at 1-2.

The Commission finds no evidence that the LEO would adversely affect the public health
and welfare, particularly in view of the Commission’s determination that using the TTFL12
strain does not infringe the Asserted Claims. For example, Jennewein can import its 2’-FL
product if it certifies that such product was produced using the TFL12 strain.

Thus, the Commission finds that the LEO discussed supra section IV(A) would not have
an adverse effect on the public health and welfare.

2. Competitive Conditions in the United States Economy

Jennewein argues that “[it] is the only company currently producing 2’-FL for infants in
the U.S. market on a commercial scale.” See Jennewein’s PI Br. at 4 (citing Hr’g Tr.

(Newburg?’) at 57:3-4; RX-385C (Jennewein WS) at Q/A 188). According to Jennewein, “there

2% Howard Newburg is Co-Chief Executive Officer and Chief Financial Officer of Glycosyn.
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is no showing that Glycosyn can offer any product at this time or in the near future, let alone
produce quantities sufficient to replace Jennewein’s production.” See id. at 4.

Glycosyn disagrees and argues that “[its] licensee, Friesland, and other third-party
industry leaders can replace the subject articles in the U.S. in a commercially reasonable time.”
See Glycosyn’s Remedy Br. at 4-5; accord 1A’s Resp. at 44; DuPont PI Br. at 1-2.

The Commission finds no evidence that the LEO would adversely affect the competitive
conditions in the United States economy, particularly in view of the Commission’s determination
that using the TTFL12 strain does not infringe the Asserted Claims. For example, Jennewein
can import its 2’-FL product if it certifies that such product was produced using the TTFL12
strain. Moreover, the evidence indicates alternative suppliers (including Glycosyn,
FrieslandCampina, Glycom, and DuPont) can also replace the excluded products within a
commercially reasonable time. See IA’s Resp. at 41-42 (citing, inter alia, RX-385C (Jennewein
WS) at Q/A 135; CX-3C (Newburg WS) Q/As 76, 79-80).

Thus, the Commission finds that the LEO discussed supra section IV(A) would not have
an adverse effect on the competitive conditions in the United States economy.

3. The Production of Like or Directly Competitive Articles

Jennewein does not address this factor specifically, but its arguments as to this factor
appear to be the same as discussed above in connection with competitive conditions in the
United States economy. See Jennewein’s PI Br. at 3-4. Both Glycosyn and the IA argue that
the proposed LEO will have no effect on this factor because there is no evidence that the 2°-FL
product is produced domestically in the United States. See Glycosyn’s Remedy Br. at 7; accord
IA’s Resp. at 45.

The Commission finds that the presence of alternative suppliers capable of providing

alternative non-infringing 2’-FL product (including Glycosyn, DuPont, and Jennewein itself)
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negates any evidence that the LEO would adversely affect the production of like or directly
competitive articles, particularly in view of the Commission’s determination that using the
TTFL12 strain does not infringe the Asserted Claims. For example, Jennewein can import its
2’-FL product if it certifies that such product was produced using the TTFL12 strain.

Thus, the Commission finds that the LEO discussed supra section IV(A) would not have
an adverse effect on the production of like or directly competitive articles.

4. United States Consumers

Jennewein argues that the requested LEO would have a severely negative impact on U.S.
consumers. See Jennewein’s PI Br. at 4-5. Jennewein explains that it is “the only company
making GRAS-approved 2°-FL on a commercial scale for the U.S. market.” See id. Glycosyn
asserts that “alternative suppliers of biosynthesized 2’-FL by Glycosyn’s licensee Friesland,
Glycom, and DuPont can provide ample replacement articles of like or directly competitive
products.” See Glycosyn’s Remedy Br. at 8; accord IA’s Resp. at 46. Glycosyn also notes that
“Friesland received GRAS approval from the FDA on April 6, 2018, to manufacture 2’-FL.”

See Glycosyn’s Remedy Br. at 4.

The Commission finds that the presence of alternative suppliers capable of providing
non-infringing 2’-FL product (including DuPont and Jennewein itself) negates any evidence that
the LEO would adversely affect U.S. consumers, particularly in view of the Commission’s
determination that using the TTFL12 strain does not infringe the Asserted Claims. For example,
Jennewein can import its 2’-FL product if it certifies that such product was produced using the
TTFL12 strain.

Thus, the Commission finds that the LEO discussed supra section IV(A) would not have

an adverse effect on U.S. consumers.
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5. Conclusion

Based on the record evidence, the Commission finds that an LEO directed against
Jennewein’s infringing articles, and including a standard certification provision and an explicit
carve-out for articles produced using Jennewein’s non-infringing TTFL12 strain, would cause
little to no harm to the public health and welfare, the competitive conditions in the United States
economy, the production of like or directly competitive products in the United States, and United
States consumers. Thus, after considering the parties’ submissions and the effect that remedial
orders would have on the public interest, the Commission has determined to issue a limited
exclusion order.

C. Bonding

If the Commission enters an exclusion order or a cease and desist order, a respondent
may continue to import and sell its products during the 60-day period of Presidential review
under a bond in an amount determined by the Commission to be “sufficient to protect the
complainant from any injury.” 19 U.S.C. § 1337(j)(3); see also 19 C.F.R. § 210.50(a)(3).

When reliable price information is available in the record, the Commission has often set
the bond in an amount that would eliminate the price differential between the domestic product
and the imported, infringing product. See Certain Microsphere Adhesives, Processes for
Making Same, & Prods. Containing Same, Including Self-stick Repositionable Notes, Inv. No.
337-TA-366, USITC Pub. No. 2949, Comm’n Op. at 24 (Jan. 16, 1996). The Commission also
has used a reasonable royalty rate to set the bond amount where a reasonable royalty rate could
be ascertained from the evidence in the record. See, e.g., Certain Audio Digital-to-Analog
Converters & Prods. Containing Same, Inv. No. 337-TA-499, Comm’n Op. at 25 (Mar. 3, 2005).
Where the record establishes that the calculation of a price differential is impractical or there is

insufficient evidence in the record to determine a reasonable royalty, the Commission has
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imposed a 100 percent bond. See, e.g., Certain Liquid Crystal Display Modules, Prods.
Containing Same, & Methods Using the Same, Inv. No. 337-TA-634, Comm’n Op. at 6-7 (Nov.
24,2009). The complainant, however, bears the burden of establishing the need for a bond.
Certain Rubber Antidegradants, Components Thereof & Prods. Containing Same, Inv. No. 337-
TA-533, USITC Pub. No. 3975, Comm’n Op. at 40 (July 21, 2006).

As stipulated by the parties, the RD recommends a bond of five (5) percent of the entered
value of Jennewein’s 2’-FL product during the period of Presidential review. See RD at 114-
115 (citing JX-7 (stipulation regarding bond)). Consistent with the parties’ agreement and the
RD’s recommendation, the Commission has determined that a bond in the amount of five (5)
percent of the entered value of the imported products is appropriate for subject imports entered
during the period of Presidential review.

V. CONCLUSION

For the reasons set forth herein, the Commission determines that complainant Glycosyn
has established a violation of section 337 by respondent Jennewein based on the infringement of
the Asserted Claims of the ’018 patent. Accordingly, the investigation is terminated with a
finding of a violation of section 337. The Commission determines that the appropriate remedy
is an LEO directed against Jennewein’s infringing human milk oligosaccharides, that the public
interest factors do not weigh against issuing that remedy, and that the bond during the
Presidential review period is set in the amount of five (5) percent of the entered value of the
infringing articles.

By order of the Commission.

Lisa R. Barton
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Secretary to the Commission
Issued: June 8, 2020
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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN HUMAN MILK
OLIGOSACCHARIDES AND
METHODS OF PRODUCING
THE SAME

Inv. No. 337-TA-1120

SEPARATE VIEWS OF COMMISSIONER SCHMIDTLEIN
CONCURRING IN PART AND DISSENTING IN PART

I concur with and join Part ITI(A) of the majority opinion, which affirms the ID’s finding
that the Accused Strains include an exogenous functional B-galactosidase gene. I respectfully
dissent from Part I1I(B) of the majority opinion, which concludes that the administrative law
judge (“ALJ”) should have adjudicated whether the TTFL12 strain infringes the asserted method
claims. Given the parties’ briefing and the evidence and exhibits cited therein, I would affirm
the ID’s conclusion that the TTFL12 strain was not subject to sufficient discovery and not reach
the question of whether using the TTFL12 strain infringes the asserted claims.

In determining whether an alternative or redesigned product identified by a respondent
should be adjudicated, the Commission has considered whether there has been sufficient
discovery on the product. See, e.g., Certain Electronic Digital Media Devices and Components
Thereof, Inv. No. 337-TA-796, Comm’n Op. at 103—05 (Sept. 6, 2013) (“Electronic Digital
Media Devices”) (finding that the complainant took substantial discovery on the design-around
products, which included product inspections by complainant’s expert, source code production,
and depositions of respondent’s witnesses); Certain Multiple Mode Outdoor Grills and Parts

Thereof, Inv. No. 337-TA-895, Comm’n Op. at 15-20 (July 23, 2014) (“Outdoor Grills”)
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(finding that the respondent produced photographs and product manuals that were sufficient to
show that certain redesigned products did not infringe the asserted claims); Certain Television
Sets, Certain Television Receivers, Television Tuners, and Components Thereof, Inv. No. 337-
TA-910, Order No. 46 (Initial Determination) at 23-29 (Nov. 28, 2014) (Lord, J.) (“Television
Sets”) (not reviewed) (listing 22 facts establishing that respondents had provided sufficient
discovery on an alternative product; notably, the respondents identified the alternative product
before the investigation was instituted, produced 9,000 pages of technical documents, and
submitted an expert report opining on non-infringement). Further, as these decisions show, the
Commission’s analysis of the “sufficient discovery” question focuses on the documents and
contentions produced before the close of fact and expert discovery.

In the present investigation, the majority opinion finds that Jennewein provided sufficient
discovery on the TTFL12 strain by combining the limited disclosures and documents produced
during discovery with hearing testimony and witness statements provided after the close of
discovery. With regard to the information produced during the discovery period, the majority
opinion points to (1) the mandatory Ground Rule 7.2 disclosure and interrogatory responses
served on the last day of fact discovery that identified the TTFL12 stain and (2) a draft article

and patent application that purportedly disclose the TTFL12 strain.! Maj. Op. at 21-22. Like

! The majority opinion states that a respondent must present “sufficient documentary evidence as
well as fact and expert testimony to put [the complainant] on notice of the relevant features of
the [alternative or redesigned product].” Maj. Op. at 21 (emphasis added, footnote omitted).
But, as the decisions cited above show, the threshold for demonstrating that the respondent has
provided sufficient discovery on a redesigned or alternative product is higher than simply putting
the complainant “on notice” of a product or its relevant features. For example, the Commission
has considered whether the discovery proffered on the redesigned products was analogous to the
information and materials the parties cited in their infringement arguments. See Qutdoor Grills,
Comm’n Op. at 18 (“the parties premised their infringement positions based on photographs or
diagrams, thereby demonstrating that this particular limitation was readily ascertainable from the
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the ALJ, I find this discovery insufficient.

A review of Jennewein’s discovery responses show that Jennewein overwhelmingly
focused on the #1540 strain and, importantly, repeatedly disavowed importation of 2’-FL product
made by any other strain besides the #1540 strain. For instance, during discovery, Jennewein
identified the #1540 strain as its only production strain for the U.S. market* and admitted in
response to requests for admissions that the “#1540 is the only strain Jennewein uses to produce
the 2°-FL that is imported into the United States.”® In the mandatory ground rule disclosure
cited by the majority opinion, Jennewein identified the TTFL12 strain by referencing just one
document, the undated, unpublished draft article (RX-320C).* Subsequent to this disclosure, on
October 20, Jennewein’s founder testified in a deposition that the #1540 strain was “the only
strain that Jennewein was using to create” the product that was being imported.” Four days later,
Jennewein provided interrogatory responses stating that Jennewein had imported 2’-FL made
with the TTFL12 strain.® On the last day of discovery, Jennewein provided supplemental

responses stating that Jennewein had imported 2’-FL made with the TTFL12 strain on October

discovery provided by Respondents at the time the motion was filed.”); Television Sets, Order
No. 46 at 21, 27-28; see also Certain Coaxial Cable Connectors, 337-TA-938, Order No. 9
(Initial Determination) at 4 (Aug. 21, 2015) (Lord, J.) (“Cable Connectors™) (not reviewed) (in
finding that respondent’s new designs did not infringe, the ALJ noted that the same type of
evidence used to show infringement of the legacy designs “applies to all of the new C3 designs,
for which [respondent] produced technical drawings and expert [deposition] testimony”).

2 See CX-228C (Interrogatory Responses) at 5.
3 See CX-215C (Responses to Requests for Admission) at 4-5.

* Because the draft article is undated, it does not show when Jennewein produced 2’-FL with the
TTFL12 strain. Thus, the article does not show that the 2’-FL sample Jennewein imported was
made with the TTFL12 strain.

> See Tr. (Jennewein) at 189 (affirming Oct. 20, 2018 deposition testimony).
6 See CX-236C (Interrogatory Responses) at 4-6.
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12.7 In the supplemental responses, Jennewein provided, for the first time, its contentions that
using the TTFL12 strain does not infringe the asserted claims.®

Given that Jennewein repeatedly disavowed during discovery that it was producing and
importing product made with an alternative strain, I do not consider that the initial ground rule
disclosure of an undated, unpublished article, along with Jennewein’s crafty approach to
responding to written discovery, to provide a basis for finding that Jennewein provided
“sufficient” discovery.

Moreover, the absence of the type of discovery that typically informs the “sufficient
discovery” inquiry also shows that Jennewein did not provide sufficient discovery on the
TTFL12 strain. For example, Jennewein points to no expert report in relation to the TTFL12
strain.’ Indeed, the statement of undisputed material facts from Jennewein’s motion for
summary determination lacks an allegation that its expert opined on TTFL12.!° While the
majority opinion relies on witness statements provided after the close of discovery and hearing
testimony to buttress the documents produced during discovery, this evidence simply is not

discovery.!' As such, that evidence is not germane to the question before the Commission,

7 See CX-236C (Interrogatory Responses) at 4-6; CX-237C (First Amended Interrogatory
Responses) at 2, 9, 18-20; RX-278C (delivery slip dated Oct. 12, 2018, indicating 180g of 2’-FL
was imported); RX-280C (production summary indicating 180g of 2’-FL made using the
TTFL12 strain had been imported).

8 See CX-237C (First Amended Interrogatory Responses) at 2, 9, 18-20.

? See, e.g., Electronic Digital Media Devices, Television Sets, Cable Connectors, supra. In these
investigations, respondents’ experts’ opinions were relied on to conclude the alternative products
had been subject to sufficient discovery and that they did not infringe.

10 See Jennewein Mem. in Supp. of Mot. for Summary Det. at 810 (EDIS Doc. ID No. 663068,
filed Nov. 30, 2018).

! The majority opinion observes that this opinion “dismisses” witness testimony provided after
the close of discovery and finds that the “testimony is based on expert reports or deposition
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which concerns what was provided during the discovery period.

Likewise, the total absence of materials similar to what the parties used in their
infringement and domestic industry technical prong contentions further shows that the discovery
Jennewein provided is insufficient. For instance, Glycosyn’s expert relied on lab notebooks,
weekly lab meeting presentations, internal databases and bioreactor run spreadsheets, Glycosyn’s
GRAS notice, and analytical testing in formulating her opinion that Glycosyn practices claim 1
of the asserted patent.'” In opining on infringement, Glycosyn’s expert relied on many sources
of evidence, including Jennewein’s responses to Glycosyn’s requests for admission, Jennewein’s
interrogatory responses, Jennewein’s GRAS notice, photographs of Jennewein’s production
equipment, and Jennewein’s in-house analytical testing.!> Jennewein’s expert, in opining on
non-infringement, relied on Jennewein’s GRAS notice and analytical testing of the #1540 and
#1540 derivative strains.'* In my view, the absence of any of these types of documents further

indicates that Jennewein failed to provide sufficient discovery. Accordingly, Glycosyn was not

testimony which must be produced during discovery (generally, such reports are not included in
the record evidence).” Maj. Op. at 21 n.23. The majority opinion, however, points to no portion
of an expert report or deposition transcript addressing the TTFL12 strain, but rather just assumes
that Jennewein’s expert’s report and its employees’ deposition testimony pertain to the relevant
hearing testimony. Further, this aspect of the majority opinion stands apart from Commission
precedent that has explicitly credited expert reports and deposition testimony in concluding that
the respondent provided sufficient discovery. See Two-Way Radio, Comm’n Op. at 26 (noting
the respondent “produced discovery (including source code, corporate witness depositions, and
expert reports), as well as testimonial evidence at the hearing, regarding its non-infringement
contentions”); Television Sets, ID at 30 (noting that respondents submitted “an extensive expert
report . . . on non-infringement”); Cable Connectors, 1D at 2 (noting that respondents “submitted
a noninfringement expert report”). Ultimately, the sufficient-discovery factor hinges on what the
respondent provided in discovery, not on what evidence may have been introduced at a hearing.

12 See CX-4C (Prather WS) at Q/A 107, 112, 124, 125, and 149.
B Id. at Q/A 434, 435, 437, 440, 486.
14 See RX-409C (Stephanopoulos RWS) at Q/A 13, 43-46.
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provided sufficient information regarding the TTFL12 strain prior to the close of discovery to
allow it to decide whether to assert infringement.!

In sum, while I do not mean to suggest that all or even a substantial number of the types
of discovery discussed above must be provided in order to put a redesigned or alternative product
at issue, it is my view that the total absence of these types of documents in this case along with
Jennewein’s repeated assertions that it was not producing and importing 2°-FL made with the
TTFL12 strain demonstrates that Jennewein did not provide sufficient discovery on the TTFL12

strain.'® Consequently, I find no error in the ALJ’s decision and therefore respectfully dissent

from Part I11(B) of the majority opinion.

15 The majority opinion finds that Glycosyn “does not contend that” the discovery Jennewein did
provide was “insufficient to apprise it of information relating to the TTFL12 strain or
Jennewein’s non-infringement theory.” Maj. Op. at 23 n.25. This approach, however, obligates
a complainant to investigate alternative or redesigned products of dubious viability, including
products that a respondent has repeatedly represented were not made altogether, intended for, or
imported into the U.S. market.

16 As 1 find that Jennewein failed to provide sufficient discovery on the TTFL12 strain, I also
find that Jennewein failed to show that its process of making 2’-FL with the TTFL12 strain is
sufficiently fixed in design. Compare Maj. Op. at 20 (finding the TTFL12 strain fixed in
design). For this factor, the majority relies on two citations to the hearing transcript. See id. In
the testimony, Dr. Jennewein averred that Jennewein has been developing the strain since 2012
and that it has conducted “[a] lot of different fermentation runs” since 2012. See Tr. (Jennewein)
at 197. Dr. Parkot averred that she prepared the TTFL12 sample for importation and that the
company could provide “manufacturing documentation” on request. See Tr. (Parkot) at 347.
During discovery, however, Jennewein repeatedly disavowed that it was producing and
importing product made with the TTFL12 strain. Similarly, although Jennewein apparently can
provide manufacturing documents that might substantiate its argument, it did not produce them
during discovery. Taken together, this testimony does not establish that the TTFL12 strain and
its attendant production process is sufficiently fixed in design. See Certain GPS Chips,
Associated Software and Systems, and Prods. Containing Same, Inv. No. 337-TA-596, USITC
Pub. No. 4133, Initial Determination at 51-55 (June 13, 2008) (Luckern, J.) (unreviewed)
(declining to adjudicate a new product, where, amongst other things, the product was subject to
modification in light of subsequent testing); see also Tr. (Jennewein) at 205-206 (describing a
lengthy document-finalization process and the need for additional analysis of the TTFL12
strain).



UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN HUMAN MILK L.
OLIGOSACCHARIDES AND Investlgatlon No. 337-TA-1120
METHODS OF PRODUCING
THE SAME

NOTICE OF COMMISSION DECISION TO REVIEW IN PART A FINAL
INITIAL DETERMINATION FINDING A VIOLATION OF SECTION 337;
SCHEDULE FOR FILING WRITTEN SUBMISSIONS ON THE ISSUES UNDER
REVIEW AND ON REMEDY, THE PUBLIC INTEREST, AND BONDING

AGENCY: U.S. International Trade Commission.

ACTION: Notice.

SUMMARY: Notice is hereby given that the U.S. International Trade Commission has
determined to review in part a final initial determination (“FID”) of the presiding administrative
law judge (“ALJ”) finding a violation of section 337 of the Tariff Act of 1930, as amended.

The Commission requests briefing from the parties on certain issues under review, as set forth in
this notice. The Commission also requests briefing from the parties, interested persons, and
government agencies on the issues of remedy, the public interest, and bonding.

FOR FURTHER INFORMATION CONTACT: Houda Morad, Office of the General
Counsel, U.S. International Trade Commission, 500 E Street SW., Washington, DC 20436,
telephone (202) 708-4716. Copies of non-confidential documents filed in connection with this
investigation are or will be available for inspection during official business hours (8:45 a.m. to
5:15 p.m.) in the Office of the Secretary, U.S. International Trade Commission, 500 E Street
SW., Washington, D.C. 20436, telephone (202) 205-2000. General information concerning the
Commission may also be obtained by accessing its Internet server at https./www.usitc.gov. The
public record for this investigation may be viewed on the Commission’s electronic docket
(EDIS) at https://edis.usitc.gov. Hearing-impaired persons are advised that information on this
matter can be obtained by contacting the Commission’s TDD terminal on (202) 205-1810.

SUPPLEMENTARY INFORMATION: The Commission instituted this investigation on June
21, 2018, based on a complaint, as amended and supplemented, filed on behalf of Glycosyn L1.C
of Waltham, Massachusetts (“Glycosyn”). See 83 Fed. Reg. 28865 (June 21, 2018). The
complaint, as amended and supplemented, alleges violations of section 337 of the Tariff Act of
1930, as amended, 19 U.S.C. 1337 (“section 337”), based upon the importation into the United
States, the sale for importation, and the sale within the United States after importation of certain
human milk oligosaccharides by reason of infringement of claims 1-40 of U.S. Patent No.
9,453,230 (“the *230 patent™) and claims 1-28 of U.S. Patent No. 9,970,018 (“the *018 patent™).



See id. The notice of investigation named Jennewein Biotechnologie GmbH (“Jennewein™) of
Rheinbreitbach, Germany as a respondent in this investigation. See id. The Office of Unfair
Import Investigations (“OUII”) is also named as a party to the investigation. See id.

On August 9, 2018, the ALJ partially terminated the investigation as to claims 4-7, 9-12,
14, 23-26, 28-31, 33, and 39-40 of the 230 patent and claims 6, 7, 9, 11, 13-17, 19, and 22 of
the *018 patent based on the withdrawal of the allegations pertaining to those claims. See Order
No. 5 (Aug. 9, 2018), unreviewed, Comm’n Notice (Aug. 29, 2018). On October 30, 2018, the
ALJ partially terminated the investigation as to claims 1-3, §, 13, and 15-20 of the *230 patent
based on the withdrawal of the allegations pertaining to those claims. See Order No. 15 (Oct. 30,
2018), unreviewed, Comm’n Notice (Nov. 29, 2018). On November 19, 2018, the ALJ partially
terminated the investigation as to claim 27 of the *230 patent and claims 4, 20, and 21 of the "018
patent based on the withdrawal of the allegations pertaining to those claims. See Order No. 17
(Nov. 19, 2018), unreviewed, Comm’n Notice (Dec. 12, 2018). On February 8, 2018, the ALJ
partially terminated the investigation as to claims 21, 22, 32, and 34-38 of the 230 patent based
on the withdrawal of the allegations pertaining to those claims. See Order No. 25 (Feb. 8, 2019),
unreviewed, Comm’n Notice (Feb. 28, 2019). Claims 1-3, 5, 8, 10, 12, 18, and 23-28 of the *018
patent remain pending in this investigation.

The ALJ conducted an evidentiary hearing on May 14-17, 2019, and on September 9,
2019, issued the FID finding a violation of section 337 based on the infringement of claims 1-3,
5, 8,10, 12, 18, and 24-28 of the 018 patent. In addition, the FID finds that the asserted claims
are neither invalid under 35 U.S.C. §§ 103 and 112, nor unenforceable for inequitable conduct.
Furthermore, the FID finds that the domestic industry requirement is satisfied. The FID also
contains a recommended determination (“RD”) recommending that the Commission issue a
limited exclusion order (“LEQO”) barring entry of articles that infringe the *018 patent. The RD
also recommends that the Commission impose a 5% bond during the period of Presidential
review. Furthermore, as directed by the Commission, the RD provides findings with respect to
the public interest and recommends that the Commission determine that the public interest
factors do not preclude entry of the LEO.

On September 23, 2019, Jennewein and OUII filed petitions for review of the FID. On
October 1, 2019, Glycosyn and OUII filed responses to Jennewein’s and the 1A’s petitions.

Having examined the record of this investigation, including the FID, the RD, and the
parties’ submissions, the Commission has determined to review the FID in part. Specifically, the
Commission has determined to review the FID’s infringement findings with respect to
Jennewein’s bacterial strains adjudicated in this investigation. In addition, the Commission has
determined to review the FID’s decision not to adjudicate infringement as to Jennewein’s
alternative bacterial strain, the TTFL12 strain. The Commission has determined not to review
the remainder of the FID.

In connection with its review, the Commission requests written responses regarding the
following inquiries:



1. Assuming that the Commission determines to adjudicate
infringement with respect to Jennewein’s TTFL 12 bacterial
strain, please provide your position, with support from the
evidentiary record, as to whether the TTFL12 strain
infringes or does not infringe the asserted patent claims.

2. Should the Commission adjudicate infringement with
respect to Jennwein’s alternative strain? Is the
Commission’s determination of whether to adjudicate an
alternative or redesigned product a legal question, a factual
question, a mixed question of law or fact, an exercise of
discretion, or something else?

3. Is the TTFL12 strain within the scope of the investigation?
What criteria and evidence normally informs this analysis?

4. Does a respondent need to import an alternative or
redesigned product for the product to be adjudicated?

5. What evidence corroborates Jennewein’s assertion that the
products listed in the shipping documents (RX-278C and
RX-280C) were produced with the TTFL12 strain? Please
provide your answers in a table with citations in one column
and a brief explanation in a second column.

6. What is the effect of Jennewein’s responses to Glycosyn’s
request for admission? Why has Jennewein failed to amend
its responses if they are incorrect or misleading?

7. Is the TTFL12 strain sufficiently fixed in design? What
criteria and evidence normally informs this analysis? Is
there any declaratory judgment precedent that is relevant?
Which party bears the burden of showing that an alternative
or redesigned product is fixed in design?

8. Has the TTFL12 strain been subject to sufficient discovery?
What criteria and evidence normally informs the “sufficient
discovery” analysis?

9. Should the Commission issue remedial orders that are
directed to the adjudicated strains (the #1540 and #1540
derivative) at this juncture?

Responses to the above questions should not exceed 40 pages, and replies
should not exceed 20 pages.

In addition, in connection with the final disposition of this investigation, the statute
authorizes issuance of (1) an order that could result in the exclusion of the subject articles from



entry into the United States, and/or (2) a cease and desist order that could result in the respondent
being required to cease and desist from engaging in unfair acts in the importation and sale of
such articles. Accordingly, the Commission is interested in receiving written submissions that
address the form of remedy, if any, that should be ordered. If a party seeks exclusion of an
article from entry into the United States for purposes other than entry for consumption, the party
should so indicate and provide information establishing that activities involving other types of
entry either are adversely affecting it or likely to do so. For background, see Certain Devices for
Connecting Computers via Telephone Lines, Inv. No. 337-TA-360, USITC Pub. No. 2843,
Comm’n Op. at 7-10 (Dec. 1994).

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

If the Commission orders some form of remedy, the U.S. Trade Representative, as
delegated by the President, has 60 days to approve, disapprove, or take no action on the
Commission’s determination. See Presidential Memorandum of July 21, 2005, 70 FR 43251
(July 26, 2005). During this period, the subject articles would be entitled to enter the United
States under bond, in an amount determined by the Commission and prescribed by the Secretary
of the Treasury. The Commission is therefore interested in receiving submissions concerning the
amount of the bond that should be imposed if a remedy is ordered.

WRITTEN SUBMISSIONS: The parties to the investigation are requested to file written
submissions limited to the briefing questions above. Parties to the investigation, interested
government agencies, and any other interested parties are encouraged to file written submissions
on the issues of remedy, the public interest, and bonding. Such initial written submissions
should include views on the recommended determination by the ALJ on remedy, the public
interest, and bonding. Complainant and the Commission Investigative Attorney are also
requested to identify the form of remedy sought and to submit proposed remedial orders for the
Commission’s consideration in their initial written submissions. Complainant is further
requested to state the date that the asserted patent expires and the HTSUS numbers under which
the accused products are imported, and to supply the names of known importers of the products
at issue in this investigation.

Initial written submissions and proposed remedial orders must be filed no later than close
of business on February 18, 2020. Reply submissions must be filed no later than the close of
business on February 25, 2020 and must be limited to issues raised in the initial written
submissions. No further submissions on any of these issues will be permitted unless otherwise
ordered by the Commission.

Persons filing written submissions must file the original document electronically on or
before the deadlines stated above and submit eight (8) true paper copies to the Office of the



Secretary by noon the next day pursuant to section 210.4(f) of the Commission’s Rules of
Practice and Procedure (19 CFR 210.4(f)). Submissions should refer to the investigation number
(“Inv. No. 337-TA-1120") in a prominent place on the cover page and/or the first page. (See
Handbook for Electronic Filing Procedures, https://www.usitc.gov/documents/

handbook on_filing_procedures.pdf). Persons with questions regarding filing should contact the
Secretary (202-205-2000).

Any person desiring to submit a document to the Commission in confidence must request
confidential treatment. All such requests should be directed to the Secretary to the Commission
and must include a full statement of the reasons why the Commission should grant such
treatment. See 19 CFR 201.6. Documents for which confidential treatment by the Commission
is properly sought will be treated accordingly. All information, including confidential business
information and documents for which confidential treatment is properly sought, submitted to the
Commission for purposes of this Investigation may be disclosed to and used: (i) by the
Commission, its employees and Offices, and contract personnel (a) for developing or
maintaining the records of this or a related proceeding, or (b) in internal investigations, audits,
reviews, and evaluations relating to the programs, personnel, and operations of the Commission
including under 5 U.S.C. Appendix 3; or (ii) by U.S. government employees and contract
personnel'), solely for cybersecurity purposes. All non-confidential written submissions will be
available for public inspection at the Office of the Secretary and on EDIS.

The authority for the Commission’s determination is contained in section 337 of the
Tariff Act of 1930, as amended (19 U.S.C. 1337), and in part 210 of the Commission’s Rules of
Practice and Procedure (19 CFR part 210).

By order of the Commission.

/\ Lisa R. Barton
SN Secretary to the Commission
Issued: January 30, 2020

[ All contract personnel will sign appropriate nondisclosure agreements.
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PUBLIC CERTIFICATE OF SERVICE

I, Lisa R. Barton, hereby certify that the attached NOTICE has been served by hand
upon the Commission Investigative Attorney, Lisa Murray, Esq., and the following parties as

indicated, on January 30, 2020.

Lisa R. Barton, Secretary

U.S. International Trade Commission
500 E Street, SW, Room 112
Washington, DC 20436
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UNITED STATES INTERNATIONAL TRADE COMMISSION

Washington, D.C.

in the Matter of

CERTAIN HUMAN MILK Inv.No. 337-TA-1120
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ORDER NO. 22: CONSTRUING THE TERMS OF THE ASSERTED CLAIMS OF
THE PATENTS AT ISSUE

(December 18, 2018)
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I INTRODUCTION

This Investigation was instituted by the Commission on June 21, 2018 to determine whether
certain human milk oligosaccharides and methods of producing the same infringe U.S. Patent Nos.
9,453,230 (the “’230 patent”) and 9,970,018 (the ““’018 patent”). See 83 Fed. Reg. 28865-6 (June
21, 2018). The Complainant is Glycosyn LLC (“Glycosyn”). The Respondent is Jennewein
Biotechnologie GmbH (“Jennewein”) (altogether, “the Parties™).

Pursuant to Ground Rule 8, a Markman hearing was held October 16, 2018 regarding the
interpretation of the certain terms of the patents at issue. Prior to the hearing, the Parties and the
Commission Investigative Staff (“Staff”) filed initial and amended joint claim construction charts
setting forth a limited set of terms to be construed. The Parties and the Staff also filed initial and
reply claim construction briefs, wherein each party offered its construction for the claim terms in

dispute, along with support for its proposed interpretation. !

At the beginning of the hearing, the
Parties indicated one of the claim terms in dispute, “promotor-less,” would not construction due to

withdrawal of the relevant claims by Glycosyn. See Hr’g Tr. at 4:13-5:3.

IL IN GENERAL

The claim terms construed in this Order are done so for the purposes of this section 337

Investigation. Those terms not in dispute need not be construed. See Vanderlande Indus. Nederland

! For convenience, the briefs and amended chart submitted by the Parties are referred to hereafter
as:

CIMB Complainant’s Initial AMarkman Brief
CRMB Complainant’s Reply Markman Brief
RIMB Respondents’ Initial Markman Brief
RRMB Respondents’ Reply Markman Brief
SIMB Staft’s Initial Markman Brief

SRMB | Staft’s Reply Markman Brief

JC Amended Joint Claim Construction Chart
Hr’g Tr. Markman hearing transcript

|



BV v. Int'l Trade Comm’n,366 F.3d 1311, 1323 (Fed. Cir. 2004) (noting that the administrative law

judge need only construe disputed claim terms).

III. RELEVANT LAW

“An infringement analysis entails two steps. The first step is determining the meaning and
scope of the patent claims asserted to be infringed. The second step is comparing the properly
construed claims to the device accused of infringing.” Markman v. Westview Instruments, Inc., 52
F.3d 967, 976 (Fed. Cir. 1995) (en banc) (internal citations omitted), aff'd, 517 U.S. 370 (1996).
Claim construction is a “matter of law exclusively for the court.” /d at 970-71. “The construction
of claims is simply a way of elaborating the normally terse claim language in order to understand

”

and explain, but not to change, the scope of the claims.” Embrex, Inc. v. Serv. Eng'g Corp., 216
F.3d 1343, 1347 (Fed. Cir. 2000).

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

“It is a ‘bedrock principle’ of patent law that ‘the claims of a patent define the invention to
which the patentee is entitled the right to cxclude.” Phillips,415 F.3d at 1312 (quoting /nnova/Pure
Water, Inc. v. Safari Water Filtration Sys., Inc.,381 F.3d 1111, 1115 (Fed. Cir. 2004)). “Quite apart

from the written description and the prosecution history, the claims themselves provide substantial

guidance as to the meaning of particular claims terms.” /d at 1314; see also Interactive Gift
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Express, Inc. v. Compuserve Inc., 256 F.3d 1323, 1331 (Fed. Cir. 2001) (“In construing claims, the
analytical focus must begin and remain centered on the language of the claims themselves, for it is
that language that the patentee chose to use to ‘particularly point [ ] out and distinctly claim [] the
subject matter which the patentee regards as his invention.”). The context in which a term is used
in an asserted claim can be “highly instructive.” Phillips, 415 F.3d at 1314. Additionally, other
claims in the same patent, asserted or unasserted, may also provide guidance as to the meaning of a
claim term. /d. “Courts do not rewrite claims; instead, we give effect to the terms chosen by the
patentee.” K-2 Corp. v. Salomon S.A4., 191 F.3d 1356, 1364 (Fed. Cir. 1999).

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

In addition to the claims and the specification, the prosecution history should be examined,
ifin evidence. /d at 1317, see Liebel-Flarsheim Co. v. Medrad, Inc., 358 F.3d 898, 913 (Fed. Cir.
2004). The prosecution history can “often inform the meaning of the claim language by
demonstrating how the inventor understood the invention and whether the inventor limited the

invention in the course of prosecution, making the claim scope narrower than it would otherwise
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be.” Phillips, 415 F.3d at 1317; see Chimie v. PPG Indus. Inc., 402 F.3d 1371, 1384 (Fed. Cir.
2005) (“The purpose of consulting the prosecution history in construing a claim is to exclude any
interpretation that was disclaimed during prosecution.”).

When the intrinsic evidence does not establish the meaning of a claim, then extrinsic
evidence (i.e., all evidence external to the patent and the prosecution history, including dictionaries,
inventor testimony, expert testimony, and leamed treatises) may be considered. Phillips, 415 F.3d
at 1317. Extrinsic evidence is generally viewed as less reliable than the patent itself and its
prosecution history in determining how to define claim terms. /d. “The court may receive extrinsic
evidence to educate itself about the invention and the relevant technology, but the court may not use
extrinsic evidence to arrive at a claim construction that is clearly at odds with the construction
mandated by the intrinsic evidence.” Elkay Mfg. Co. v. Ebco Mfg. Co., 192 F.3d 973, 977 (Fed. Cir.
1999).

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

The construction of a claim term is generally guided by its ordinary meaning. However,
courts may deviate from the ordinary meaning when: (1) “the intrinsic evidence shows that the
patentee distinguished that term from prior art on the basis of a particular embodiment, expressly
disclaimed subject matter, or described a particular embodiment as important to the invention;” or
(2) “the patentee acted as his own lexicographer and clearly set forth a definition of the disputed

claim term in either the specification or prosecution history.” Edwards Lifesciences LLC v. Cook
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Inc., 582 F.3d 1322, 1329 (Fed. Cir. 2009); see also GE Lighting Sols., LLC v. AgiLight, Inc., 750
F.3d 1304, 1309 (Fed. Cir. 2014) (“the specification and prosecution history only compel departure
from the plain meaning in two instances: lexicography and disavowal.”); @mega Eng’g, Inc, v.
Raytek Corp., 334 F.3d 1314, 1324 (Fed. Cir. 2003) (“[W]here the patentee has unequivocally
disavowed a certain meaning to obtain his patent, the doctrine of prosecution disclaimer attaches
and narrows the ordinary meaning of the claim congruent with the scope of the surrender.”); Rheox,
Inc. v. Entact, Inc., 276 F.3d 1319, 1325 (Fed. Cir. 2002) (“The prosecution history limits the
interpretation of claim terms so as to exclude any interpretation that was disclaimed during
prosecution.”). Nevertheless, there is a “heavy presumption that a claim term carries its ordinary
and customary meaning.” CCS Fitness, Inc. v. Brunswick Corp., 288 F.3d 1359, 1366 (Fed. Cir.
2002) (citations omitted). The standard for deviating from the plain and ordinary meaning is
“exacting” and requires “a clear and unmistakable disclaimer.” Zhorner v. Sony Computer Entm’t
Am. LLC, 669 F.3d 1362, 1366-67 (Fed. Cir. 2012); see Epistar Corp. v. Int'l Trade Comm ’'n, 566
F.3d 1321, 1334 (Fed. Cir. 2009) (requiring “expressions of manifest exclusion or restriction,
representing a clear disavowal of claim scope” to deviate from the ordinary meaning) (citation
omitted). As the Federal Circuit has explained, “[w Je do not read limitations from the specification
into claims; we do not redefine words. Only the patentee can do that.” Zhorner, 669 F.3d at 1366.
A claim must also be definite. Pursuant to 35 U.S.C. § 112, second paragraph: “The
specification shall conclude with one or more claims particularly pointing out and distinctly
claiming the subject matter which the applicant regards as his invention.” 35 U.S.C. §112,92. In
Nautilus, Inc. v. Biosig Instruments, Inc., 134 S. Ct. 2120 (2014), the Supreme Court held that §
112, 9 2 requires “that a patent’s claims, viewed in light of the specification and prosecution history
inform those skilled in the art about the scope of the invention with reasonable certainty.” Id. at

2129. A claim is required to “provide objective boundaries for those of skill in the art,” and a claim
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term is indefinite if it “might mean several different things and no informed and confident choice is
among the contending definitions.” /nterval Licensing LLC v. AOL, Inc.,766 F.3d 1364, 1371 (Fed.
Cir.2014). A patent claim that is indefinite is invalid 35 U.S.C. § 282(b)(3)(A).

Courts are not required to construe every claim limitation of an asserted patent. See O2
Micro Intern. Ltd. v. Beyond Innovation Technology Co., 521 F.3d 1351, 1362 (Fed. Cir. 2008)
(citations omitted). Rather, “claim construction is a matter of resolution of disputed meanings and
technical scope, to clarify and when necessary to explain what the patentee covered by the claims,
for use in the determination of infringement.” /d. at 1362 (quoting U.S. Surgical Corp. v. Ethicon,
Inc., 103 F.3d 1554, 1568 (Fed. Cir. 1997)); see also Embrex, 216 F.3d at 1347 (“The construction
of claims is simply a way of elaborating the normally terse claim language in order to understand
and explain, but not to change, the scope of the claims.”) (citation omitted). In addition, “[a]
determination that a claim term ‘needs no construction’ or has the ‘plain and ordinary meaning’ may
be inadequate when a term has more than one ‘ordinary’ meaning or when reliance on a term's
‘ordinary’ meaning does not resolve the parties’ dispute.” O2 Micro, 521 F.3d at 1361. Claim
construction, however, is not an “obiigatory exercise in redundancy.” U.S. Surgical Corp., 103 F.3d
at 1568. “[M]erely rephrasing or paraphrasing the plain language of a claim by substituting
synonyms does not represent genuine claim construction.” C.R. Bard, Inc. v. U.S. Surgical Corp.,
388 F.3d 858, 863 (Fed. Cir. 2004).

IV. LEVEL OF ORDINARY SKILL

In its opening brief, Glycosyn contends, for both asserted patents:

[A] person of ordinary skill in the art for the purposes of this case
would typically have a Ph.D in molecular biology, biochemistry, or
chemical engineering, or an equivalent field, and 1-2 years of
experience working with E. coli bacteria or related systems. Or such
a person could have a lower level degree (e.g.. a M.A.) in a similar
tield to those listed above, but a greater amount of relevant working



experience (e.g., 5-6 years of experience working with £.Coli bacteria
or related systems).

(CIMB at 17 (citing CIMB, Ex. 4 at ] 24).)
In its opening brief, Jennewein contends, for both asserted patents:
[T]he person of ordinary skill in the field of the Asserted Patents is a
person having a Ph.D. in molecular biology, biochemistry, biological
or chemical engineering, or an equivalent field, and 1-2 years of
experience working with E. coli bacteria or related systems. Or a
person having a lower level degree (e.g., a M.A.) in a similar field to
those listed above, but a greater amount of relevant working

experience (e.g., 5-6 years of experience working with E. Coli
bacteria or related systems).

(RIMB at 14))

These proposed levels of skill are nearly identical, and the Staff indicates agreement with
them. (SIMB at9.) Accordingly, the undersigned finds that one of ordinary skill in the art would
have (1) a Ph.D in molecular biology, biochemistry, or chemical engineering, or an equivalent field,
and 1-2 years of experience working with E. coli bacteria or related systems, or (2) a lower level
degree (e.g., a M.A.) in a similar field to those listed above, but a greater amount ofrelevant working
experience (e.g., 5-6 years of experience working with L. coli bacteria or related systems).

V. THE ASSERTED PATENTS

A. The 230 Patent

The 230 patent, entitled “Biosynthesis of Human Milk Oligosaccharides in Engineered
Bacteria,” issued on September 27, 2016 to Massimo Merighi, John M. McCoy, and Matthew lan
Heidtman. The ’230 patent is assigned on its face to Glycosyn LLC. The 230 patent generally
relates to “compositions and methods for producing purified oligosaccharides, in particular certain
fucosylated and/or sialylated oligosaccharides that are typically found in human milk.” (*230 patent
at Abstract.) In particular:

The method for producing a fucosylated oligosaccharide in a

bacterium comprises the following steps: providing a bacterium that
7



comprises a functional [-galactosidase gene, an exogenous
fucosyltransferase gene, a GDP-fucose synthesis pathway, and a
functional lactose permease gene; culturing the bacterium in the
presence of lactose; and retrieving a fucosylated oligosaccharide from
the bacterium or fiom a culture supernatant of the bacterium.

(Id. at 1:48-55.)

The *230 patent has 40 claims. As of the date of this order, claims 21, 22, 27, 32, 34-38 are
asserted in this Investigation. The asserted claims read as follows (with the first instance of the
agreed-upon terms in ifalics and the first instance of the disputed terms highlighted in bold):

21. A method for producing a fucosylated oligosaccharide in a bacterium, comprising
providing an E. coli bacterium, said bacterium comprising a deletion or functional
inactivation of the endogenous B-galactosidase gene; a functional exogenous wild type B-
galactosidase gene inserted into an endogenous gene such that the resultant bacterium
comprises a low level of B-galactosidase activity, wherein said f-galactosidase activity
comprises between 0.05 and 200 units;, an exogenous lactose-accepting fucosyltransferase
gene comprising an «(1,2) fucosyltransferase gene, an a(1,3) fiicosyltransferase gene, or an
o(1,4) fucosyltransferase gene; an inactivating mutation in an endogenous colanic acid
synthesis gene, wherein said colanic acid synthesis gene comprises an E. coli wcal, wzxC,
wcaD, wza, wzb, or wzc gene; and a functional lactose permease gene, wherein said lactose
permease gene comprises £. coli lacY; culturing said bacterium in the presence of lactose;
and retrieving a fircosylated oligosaccharide from said bacterium or from a culture
supernatant of said bacterium.

22 The method of claim 21, wherein said f-galactosidase gene inserted into an endogenous gene

comprises an E. coli lacZ gene.



27.

32.

34.

15

36.

3L

38

The method of claim 21, wherein said bacterium accumulates an increased intracellular
lactose pool, wherein said increased intracellular lactose pool is at least 10% more than the
levels in a wild type bacterium.

The method of claim 21, wherein said lactose permease gene is an exogenous lactose
permease gene.

The method of claim 21, wherein said fucosylated oligosaccharide is 2'-fucosyllactose, 3-
fucosyllactose, or lactodifucotetraose.

The method of claim 21, wherein said low level of B-galactosidase activity comprises
between 0.05 and 5 units.

The method of claim 21, wherein said low level of p-galactosidase activity comprises
between 0.05 and 4 units.

The method of claim 21, wherein said low level of B-galactesidase activity comprises
between 0.05 and 3 units.

The method of claim 21, wherein said low level of B-galactosidase activity comprises
between 0.05S and 2 units.

B. The *018 Patent

The ’018 patent, entitled “Biosynthesis of Human Milk Oligosaccharides in Engineered

Bacteria,” issued on May 15, 2018 to Massimo Merighi, John M. McCoy, and Matthew Ian

Heidtman. The ’018 patent is assigned on its face to Glycosyn LLC, and recorded as a continuation

of continuation of a divisional application from the application which became the *230 patent.

The *018 patent generally relates to “compositions and methods for engineering bacteria to produce

fucosylated oligosaccharides, and the use thereof in the prevention or treatment of infection.” (018

patent at Abstract.) In particular:



The method for producing a fucosylated oligosaccharide in a
bacterium comprises the following steps: providing a bacterium that
comprises a functional [-galactosidase gene, an exogenous
fucosyltransferase gene, a GDP-fucose synthesis pathway, and a
functional lactose permease gene; culturing the bacterium in the
presence of lactose; and retrieving a fucosylated oligosaccharide from
the bacterium or from a culture supermatant of the bacterium.

(/d. at 1:53-60.)
The ’018 patent has 28 claims. As of the date of this order, claims 1-5, 8, 10, 12, 18, 20, 21,

23-28 are asserted in this Investigation. The asserted claims read as follows (with the first instance

of the agreed-upon terms in italics and the first instance of the disputed terms highlighted in bold):

1. A method for producing a fucosylated oligosaccharide in a bacterium, comprising providing
an isolated £. coli bacterium comprising, (i) a deletion or functional inactivation of an
endogenous [B-galactosidase gene; (ii) an exogenous functional PB-galactosidase gene
comprising a detectable level of B-galactosidase activity that is reduced compared to that of
a wild-type E. coli bacterium, wherein the level of B-galactosidase activity comprises
between 0.05 and 200 units; (iii) an inactivating mutation in a colanic acid synthesis gene,
and (iv) an exogenous lactose-accepting fucosyltransferase gene; culturing said bacterium
in the presence of lactose; and retrieving a fucosylated oligosaccharide from said bacterium
or from a culture supematant of said bacterium.

2. The method of claim 1, wherein said colanic acid synthesis gene comprises an E. coli wcal,
wzxC, wecaD, wza, wzb, or wzc gene.

3. The method of claim 2, wherein said colanic acid synthesis gene comprises a wcal gene.

4. The method of claim 1, wherein the bacterium comprises an increased intracellular
guanosine diphosphate (GDP)-fucose level, wherein the increased intracellular GDP-fucose

level is at least 10% more than the level of GDP-fucose in a wild-type bacterium.
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10.

12

18.

20.

PAR

23.

24.

25.

The method of claim 1, wherein said exogenous lactose-accepting fucosyltransferase gene
encodes a(1,2) fucosyltransferase and/or a(l,3) fucosyltransferase.

The method of claim 1, wherein said exogenous functional -galactosidase gene comprises
an E. coli lacZ gene.

The method of claim 1, wherein said bacterium further comprises a functional lactose
permease gene.

The method of claim 10, wheretin said lactose permease gene comprises an E. coli lacY gene.
The method of claim 1, wherein the level of B-galactosidase activity comprises between
0.0S and S units.

The method of claim 1, wherein said bacterium comprises an increased intracellular lactose
level, wherein the increased intracellular lactose level is at least 10% more than the level in
a wild-type bacterium.

The method of claim 1, wherein said exogenous functional B-galactosidase gene is an E.
coli lacZ gene lacking an operably linked promoter, and said colanic acid synthesis gene
comprises an E. coli wcal, wzxC, wcaD, wza, wzb, or wzc gene.

The method of claim 1, wherein said exogenous functional B-galactosidase gene is inserted
into an endogenous gene.

The method of claim 1, wherein said exogenous functional B-galactosidase gene comprises
a recombinant [-galactosidase gene engineered to produce a detectable level of B-
galactosidase activity that is reduced compared to the level of B-galactosidase activity in a
wild-type E. coli bacterium.

The method of claim 24, wherein the level of B-galactosidase activity comprises between

0.05 and 5 units.
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26. The method of claim 1, wherein the level of B-galactosidase activity comprises between
0.05 and 4 units.
27.  The method of claim 1, wherein the level of B-galactosidase activity comprises between
0.05 and 3 units.
28.  The method of claim 1, wherein the level of p-galactosidase activity comprises between
0.0S and 2 units.
VL. CLAIM CONSTRUCTION
A. Construction of the Agreed-Upon Claim Terms
Prior to the Markman hearing, the Parties reached agreement regarding the construction of
five terms:
Claim Term Relevant Claims Agreed Construction
“providing” ’230 patent claim 21 A) plain and ordinary
meaning:
’018 patent claim 1
plain and ordinary meaning,
i.e., furnishing, supplying,
making available, or
. preparing. h
“in the presence of lactose” ’230 patent claim 21 A) plain and ordinary
meaning:
’01 8 patent claim 1
plain and ordinary meaning,
i.e., lactose is available to the
bacterium
“exogeneous” ’230 patent claims 21, 32 A) plain and ordinary
meaning:
’018 patent claims 1, 5, 8, 21,
23,24 plain and ordinary meaning,
i.e., originating outside an
organism, tissue, or cell
“colonic acid synthesis gene” | "230 patent claim 21 (B) patentee as lexicographer:
’018 patent claims 1-3, 21 By ‘colanic acid synthesis
gene’ is meant a gene
involved in a sequence of
reactions,
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usually controlled and
catalyzed by enzymes that

“FE. coli lacZ gene”

"230 patent claim 22

’018 patent claims 8, 21

result in the synthesis of
colanic acid.

A) plain  and ordinary
meaning:

plain and ordinary meaning,
i.e., a structural gene that
encodes the B-galactosidase
protein and is part of the lac
operon in the DNA of E. coli

(JCat4)

B. Construction of the Disputed Claim Terms

1. “B-galactosidase activity comprises between 0.05 and [200 units / S units / 4
units / 3 units / 2 units}”

The Parties disagree on the proper claim construction and have proposed the following

constructions:

Relevant Glycosyn Jennewein Staff

Claims B

"230 patent (B) patentee as INDEFINITE: (B) patentee as

claims lexicographer: This term is not lexicographer &

21,35-38 B-galactosidase activity | amenable to (C) disavowal of scope
is definition with [B-galactosidase activity

*018 patent measurable at between reasonable is

claims 1, exactly 0.05 and exactly | certainty to one of measurable at between

18, 25-28 [200/5 /4 3/2] Miller ordinary exactly 0.05 and exactly

Units,

as defined in Miller,
JH.,

Experiments in
Molecular

Genetics (Cold Spring
Harbor Lab. 1972) at
352-355

skill in the art, and is

therefore indefinite under

35U.S.C. 112

In the alternative, to the

extent that the
Commission
finds the term is not

indefinite and requires
construction, Respondent
proposes the following

construction:

(4) plain and ordinary

meaning;
(B) patentee as
lexicographer &

[200/5/4 3 2] Miller
Units,

as defined in Miller,
J.H,

Experiments in
Molecular

Genetics (Cold Spring
Harbor Lab. 1972) at
352-355

13



(C) disavowal of scope
“B-galactosidase activity
between exactly 0.05 and
exactly [200 units/5
units/ 4

units/3 units/2 units] at
substantially all times
during culturing of the
bacterium and retrieval
of

the fucosylated
oligosaccharide, when
measured according to
the

assay procedures
described

in J.H. Miller,
“Experiment

48.,” Experiments in
Maelecular Genetics,
Cold

Spring Harbor, NY
(1972)

352-355.”

(JCat2-3)

In its opening brief, Glycosyn argues this term is not indefinite. (CIMB at 18.) Glycosyn
explains that “B-galactosidase is an enzyme that catalyzes the cleavage of [-galactosidase (i.e.,
sugars such as lactose) into two parts” and is well-known in the art. (/d. (citing Prather Decl. (CIMB,
Ex. 4) at § 34).) Glycosyn continues, “[t]he ‘activity” of an enzyme is a measure of its ability to
convert a certain amount of ‘substrate’ per unit time” (id. at 19 (citing Prather Decl. at 9 43)) and
“[o]ne of the tests that measures the activity of B-galactosidase, the ‘Miller assay,’” which reports
activity in ‘Miller units,” was developed almost 50 years ago (id. (citing CIMB, Ex. 5)). Glycosyn
alleges this is “a well-described, uncomplicated procedure.” (/d. (citing Prather Decl. at § 46).)
Glycosyn then goes on to describe the details of the Miller test. (See id. at 20, 21-22.)

Thus, reasons Glycosyn, a person of ordinary skill in the art reading the specification and

claims of the asserted patents would understand that “units™ as used in the claims refers to “Miller
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units.” (/d. at 20-21 (citing, inter alia, *230 patent at 7:26-33; *018 patent at 7:30-37).) Glycosyn
argues that modifications of the Miller test are permitted and do not take away from a person of
ordinary skill’s understanding that they have performed the so-named protocol. (/d. at 22 (citing
Prather Decl. at § 47).) Glycosyn contends, accordingly, that “[bJoth Complainant and Respondent
have been able to perform the Miller assay on their respective cultures of bacteria that produce -
galactosidase to measure ‘measurable’ amounts of B-galactosidase activity.” (/d. (citing CIMB, Ex.
7 at 12,33-34, 36-37; CIMB, Ex. 8).)
With this understanding, Glycosyn argues that “f-galactosidase activity comprises between

0.005 and [200 units/5 units/4 units/3 units/2 units]” should be afforded its plain and ordinary
meaning” as defined by the specifications of the *230 and ’01 8 patents. (/d. at 23 (citing *230 patent
at 7:26-33; 018 patent at 7:30-37).) Glycosyn criticizes Jennewein’s construction for “insert[ing]
a temporal limitation that is found nowhere in the claim, specification, or prosecution history.” (/d.
(citing 3M Innovative Props. Co. v. Tredegar Corp., 725 F.3d 1315, 1333 (Fed. Cir. 2013)).)
Glycosyn argues “[t]he ’230 and ’018 patents do not specify when the claimed B-galactosidase
activity range must be measured, or for how long the claimed range must be achieved. That is
because these parameters do not matter for purposes of the claimed invention.” (/d. at 24-25
(discussing ’230 patent at 5:65-6:7, 7:33-41, 9:32-44, 18:23-32; Prather Decl. § 50).) Rather,
according to Glycosyn:

[T]he claimed B-galactosidase activity ranges merely need be present

at times useful for the production of 2’-FL. See Prather Decl. at §| 51.

This could be at the very beginning when the bacterium is being

constructed (for “phenotypic marking of desirable genetic loci during

construction of host cell backgrounds™); it could be later during the

fermentation of the bacteria (“for detection of cell lysis due to

undesired bacteriophage contaminations in fermentation processes”);

or it could be even later at the end of the fermentation process (“for

the facile removal of undesired residual lactose at the end of
fermentations™). /d.
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(ld. at25.)

In its reply brief, Glycosyn argues there is no merit to Jennewein’s contention that
“comprises,” as used in the claim and in connection to the claimed numerical activity range, renders
the limitation meaningless under the intrinsic evidence and settled law. (See CRMB at 2 (referring
to RIMB at 15).) Glycosyn contends “as noted by Staff, the sue of the term ‘comprises’ in this
context allows for the possibility that ‘ the action of the B-galactosidase enzyme may also have other,
unrecited effects’ beyond the claimed [-galactosidase activity between 0.05 and 200 units;” and
therefore, the term is sufficiently definite. (/d. at 3 (citing Prather Decl. at q 50).) Glycosyn
considers Jennewein’s claim of indefiniteness (for failure to define when the B-galactosidase activity
must be present) as the flip side of Jennewein’s use of a temporal requirement in its alternate
construction. (/d. (referring to RIMB at 16, 21-22).) Glycosyn argues both sides represent improper
interpretations under settled law and the teachings of the specification. (/d. at 3-4 (citing, inter alia,
3M Innovative Props., 725 F.3d at 1333; Broadcom Corp. v. Emulex Corp., 732 F.3d 1325, 1333
(Fed. Cir. 2013); Bell Commc'ns Research v. Vitalink Commc’ns Corp., 55 F.3d 615, 622-23 (Fed.
Cir. 1995); *230 patent at 7:33-41; Prather Decl. at § 51); see generally id. at 6-7.)

Further, with respect to any ambiguity in how to implement the Miller test, Glycosyn
highlights that principle which states “when a claim does specify a method of measurement, its
omission of details about how to implement the method will not invalidate the claim if a person of
ordinary skill in the art could infer the details from industry standards or professional judgment.”
(Id. at 5 (citing, inter alia, Abbott GmbH & Co., KG v. Cenocor Ortho Biotech, Inc., 870 F. Supp.
2d 206, 230 (D. Mass. 2012)).) Glycosyn argues, through its expert declaration, that a person of
ordinary skill could do exactly that. (/d. (citing Prather Decl. at §46-47).)

In its opening brief, Jennewein argues that “[t]his term fails to inform with reasonable

certainty to one of ordinary skill in the art the proper scope of the claims, and is therefore indefinite
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under 35 U.S.C. § 112, 92.” (RIMB at 15.) Jennewein reasons that because the range is preceded
by “comprises,” an open-ended or unbounded term, “it is hopelessly unclear whether the inventors
intended that 3-galactosidase activity would be limited to the claimed range, or not.” (/d at 15; see
RRMB at 2-3 (“The term comprises defines the range of B-galactosidase activity allowed, not the
action of B-galactosidase.”).) Jennewein adds “the term ‘activity’ in the context of the claims is not
amenable to definition with reasonable certainty to one of ordinary skill in the art. Neither the
claims nor the specification define at what point this activity must be present.” (RIMB at 16; see
RRMB at 4.) Jennewein explains:

Complainant apparently contends that a process falls within the scope
of the claim if there is activity in the claimed range for any amount of
time, even if only a small percentage, and that the range can be
exceeded during the remaining time. That cannot be correct. Should
activity greatly exceed 200 units during most of fermentation, 2°-FL
may not be produced. High level -galactosidase activity is contrary
to the purpose of the invention, at least because it could destroy the
intracellular lactose pool and prevent 2°-FL production. Exh. 1, *230
Patent at 7:26-41. Furthermore, low level B-galactosidase activity is a
key distinction between the invention and the Samain patent. Exh. 9,
Confidential Deposition Transcript of John McCoy (“McCoy”), Sept.
10, 2018 at 286:11-291:10. A skilled artisan therefore would not be
able to determine the claim’s scope with reasonable certainty.

(RIMB at i6.) Jennewein further argues that different methods for measuring the claimed “Miller

7 6

units” “may lead to inconsistent results,” causing further indefiniteness. (See id at 17-18 (citing
Dow Chem. Co. v. Nova Chemicals Corp. (Canada), 803 F.3d 620, 630 (Fed. Cir. 2015)); see RRMB
at 4-5.) Should the undersigned not determine the term is indefinite, Jennewein argues the claimed
range must be strict in light of the prosecution history of the asserted patents (see RIMB at 18-20
(discussing RIMB, Exs. 6, 7)), must be measured using the assay procedures in Miller, and the range

must be satisfied “at substantially all times during culturing of the bacterium and retrieval of the

fucosylated oligosaccharide . . . .” (/d at 21.) Jennewein argues this is so because:
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Should the B-galactosidase activity fall outside of this low range, one
of two failures could occur. When the activity is too high, the lactose
feedstock will be destroyed before 2°-FL is finished being
constructed. /d. at 7:33-35. But when the activity is too low, the
residual lactose in the fermentation broth will not be destroyed in the
retrieval step, rendering it impractical to retrieve 2’-FL from the
culture, particularly at a commercial scale. See id. at 33-41.

(ld at22; see RRMB at 7 (“If Complainant’s broad interpretation is adopted, the claims would have
no limit on at what point, or for how long, B-galactosidase activity must be present during production
and purification of 2°-FL”), 8-9 (citing inventor testimony), 10 (“Complainant’s construction
therefore allows activity that is contrary to the expressed purposes of the invention explained above
— producing 2°-FL and allowing its facile purification from lactose™).)

Further, inits reply brief, Jennewein emphasizes that should the term not be indefinite, “units
must be measured according to the assay procedures in Miller.” (RRMB at 5.) Jennewein faults
Glycosyn for “want[ing ] to adopt part of the Miller assay — the method for calculating units — but
not the express description of how the assay should be performed.” (/d. at 6.) Jennewein argues
“[d]uring the prosecution of the *230 patent, the patentee made clear that units of B-galactosidase
activity must be measured according to the assay procedures in Miller” (id. at 6 (citing RIMB, EXx.
6)) and so Glycosyn is now judicially estopped from arguing otherwise now (id. at 7 (citing Typhoon
Touch Techs., Inc. v. Bell, Inc., 659 F.3d 1376, 1381 (Fed. Cir. 2011); Omega Eng’g., Inc. v. Raytek
Corp. 334 F.3d 1314, 1323-24 (Fed. Cir. 2003)).)

In its opening brief, and with respect to indefiniteness, the Staff observes “[t]he term
‘comprising’ is specifically defined in the patent specification” which “simply provides that the
claimed method may include ‘additional, unrecited elements or method steps.”” (SIMB at 15-16
(citing 230 patent at 11:43-48); SRMB at 2-3.) The Staff argues one of ordinary skill would
understand the use of “comprises™ functions to “not exclude the possibility that the action of the f3-

galactosidase enzyme may also have other, unrecited effects” and “would easily be able to discern
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the bounds of the invention with reasonable certainty, based on the exact numerical ranges claimed.”
(Id. at 16 (citing Nautilus, 134 S. Ct. at 2124).) The Staff further disputes the propriety of imposing
a “at substantially all times . . .” requirement into the construction under the legal principle that an
accused product which sometimes, but not always, practices a claim still practices the claim. (/d. at
16-17 (citing Broadcom Corp. v. Emulex Corp., 732 F.3d 1325, 1333 (Fed. Cir. 2013)).)

In its reply brief, the Staff addresses Jennewein’s additional grounds for indefiniteness and
continues to disagree. Regarding the impact of “activity,” the Staff faults Jennewein for “not
explain[ing] why one of ordinary skill in the art would be unable to understand what *3-galactosidase
activity’ is without first knowing when that activity occurs” primarily because the definition of
“activity” is agreed (“the process of cleaving the disaccharide lactose into glucose and galactose, as
performed by the intracellular B-galactosidase enzyme”) and “does not change depending on when
the activity occurs.” (/d. at 3 (citing SIMB, Ex. 7 at 343).) The Staff reasons:

If a B-galactosidase enzyme cleaves lactose at any point during a
process, then there has been “B-galactosidase activity.” [f that activity
is measurable at between 0.05 and 200 Miller units at any point in the
process, then at that point it is within the scope of the invention
disclosed in claim 1 of the *230 Patent and claim 1 of the *018 Patent.
See SBr. exh. 2 (°230 Patent) at 123:67; SBr. exh. 3 (018 Patent) at
111:49-50. The Staff submits that one of ordinary skill in the art
would be able to discern “with reasonable certainty” whether the level
of B-galactosidase activity at any given point in a process is within the

scope of the invention. See Nautilus, Inc. v. Biosig Instruments, Inc.,
134 S. Ct. 2120, 2124 (2014).

(/d.) Regarding Jennewein’s assertion that different Miller tests will produce different results, the
Staff argues “[tlhe more reasonable interpretation of the text is that Miller is describing two
interchangeable variations of the Miller assay, either of which would yield the same results.
Respondent has cited no evidence that this is incorrect.” (/d. at 4.) For similar reasons to those
discussed above, the Staff does not agree with any of the additional limitations Jennewein places

into its alternative proposed construction. (See id. at 5-6.) The Staff also argues Jennewein’s
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construction tries to limit the scope of the invention to the most efficient embodiment of the claim,
which is improper. (/d. at 6 (citing Linear Tech. Corp. v. International Trade Comm’'n, 566 F.3d
1049, 1058 (Fed. Cir. 2009); Liebel-Flarsheim Co. v. Medrad, Inc., 358 F.3d 898, 906 (Fed. Cir.
2004); RF Delaware, Inc. v. Pacific Keystone Techs., Inc., 326 F.3d 1255, 1263 (Fed. Cir. 2003)).)

Upon review of the evidence, the undersigned finds Jennewein has not shown by clear and
convincing evidence that the term is indefinite. In particular, Jennewein’s argument that “persons
of ordinary skill in the art could not know whether they infringe the claims with reasonable certainty
if they had a B-galactosidase activity outside of the recited range” (RIMB at 15-16; see RIMB, Ex.
4 at 99 39-41) is not persuasive. If a person of ordinary skill can know when their $-galactosidase
activity falls outside of the re(_:ited range, then they can also know if that activity was within the
recited range—which would exactly inform them of whether they infringe or not. Moreover,
Jennewein’s contention that a person of ordinary skill would not understand with reasonable
certainty what the range means or how to measure it (see RIMB at 17-18; RRMB at 4-5 (discussing
different methodologies of testing and “natural and man-made variations”)) is undercut by
Jennewein’s own expert. For example, while that expert opines “Miller describes two alternative
method steps to conduct the assay” and “[o]ne measurement is likely to profuse [sic] higher values
on that count and other factors in the assay may act in different directions,” that expert also makes
predictions on the practical drawbacks of -galactosidase activity falling above or below the claimed
range without reference to which technique is employed and under what conditions:

12. Should B-galactosidase activity not fall within the claimed range

during the entire process of producing 2’-FL, several problems would
arise.

13. Higher levels of f-galactosidase activity would destroy lactose
faster than a cell could covert lactose to 2°-FL. [-galactosidase
activity above 200 units during fermentation would likely eliminate
or greatly inhibit a cell’s ability to produce 2°-FL. Resp. Br., Exh. 6
4/7/16 Declaration of John McCoy.
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14. On the other hand, B-galactosidase activity below 0.05 units
would likely make purification of 2°-FL impractical, particularly at
commercial scale. This is because 2°-FL and lactose are difficult to
separate from each other. [-galactosidase destroys lactose that
remains atter 2’-FL production is complete, allowing for easier
purification of 2’-FL from the culture medium. Too low of a level -
galactosidase activity during [sic] would therefore lose this important
benefit of destroying residual lactose in the cell culture after 2°-FL
syntheses was complete.

(RRMB, Ex. A at 1 12-14.) Further, the undersigned finds Glycosyn’s expert more persuasive on

this issue. Glycosyn’s expert states clearly:
Miller assays are conducted in hundreds of labs across the world to
this day. Any person of ordinary skill in the art at the time of the
invention would not only be familiar with the Miller assay, but also

would be able to follow it as its methodology is very clearly described
in Miller’s 1972 textbook.

A person of ordinary skill in the art at the time of the invention would
understand that there is flexibility contained within the procedure of
the Miller assay, and that scientists routinely modify procedures of
assays to better fit within their research needs.

(CIMB, Ex. 4 at 1 46.) Jennewein’s expert, on the other hand, paradoxically argues both of “[a]
person of ordinary skill in the art understood in 2011 that certain factors can alter the data obtained
using the Miller assay, which would result in incorrect readings of 3-galactosidase” (RIMB, Ex. 4
at § 45) and “[a Jn ordinary scientist would not know how the activity would change with
alterations in these parameters, and could not predict if his process would infringe the claimed -
galactosidase activity based on these variations” (id. at § 50).

With respect to the timing or duration of the activity within the claimed range, the claims’
failure to “specify whether the activity must remain at a low level throughout the claimed process
steps of culturing and retrieving or only during part of those steps, and if so, what part of those
steps” (RIMB at 16; see RRMB at 4), the undersigned does not find this results in an indefinite

claim. Rather, it results in a broad claim which is met when f-galactosidase activity falls within the
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claimed range at some point. This is perfectly compatible with the principle that “[a]n accused
product that sometimes, but not always, embodies a claimed method nonetheless infringes.” Bell
Commc’ns, 55 F.3d at 622-23.

Turning to Jennewein’s alternate construction, the undersigned declines to include “at
substantially all times during culturing of the bacterium and retrieval of the fucosylated
oligosaccharide” in the construction. Jennewein argues this added temporal requirement is needed
to “resolv[e] the claim’s ambiguity” (RRMB at 7), but as discussed above, the claim is not
ambiguous as to when the claimed activity range must be met—it need only be met at some point
in time. Jennewein also argues the temporal requirement is needed for the invention to have its
beneficial effects (see RIMB at 22; RRMB at 8-10) but none of the patent specification excerpts
cited by Jennewein for support suggest this dependency (see *230 patent at 5:13-18, 5:47-6:8, 7:18-
41, 9:28-44, 18:19-31).

Further, while Glycosyn and the Staff do not address it, the undersigned finds no reason to
read “when measured according to the assay procedures described in [the Miller textbook]” into the
claim. To the extent the use of this assay is implied or required when one of ordinary skill is
measuring activity in Miller Units (see RRMB at 5), then it is already present through the claim’s
explicit recitation of Miller Units. Jennewein’s argument that “[d]uring the prosecution of the *230
patent, the patentee made clear that units of B-galactosidase activity must be measured according to
the assay procedures in Miller” (RRMB at 6 (emphasis added)) is completely unsupported by the
prosecution history excerpt cited (RIMB, Ex. 6 at 6/4/14 Reply and Amendment at 11-12) where
the patentee simply noted the assay is widely known. This was in no way a clear and unmistakable
disclaimer to avoid rejection under Thorner, 669 F.3d at 1366-67.

Accordingly, “B-galactosidase activity comprises between 0.05 and [200 units / 5 units / 4

units / 3 units / 2 units]” is hereby not found to be indefinite and construed as “B-galactosidase
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activity is measurable at between exactly 0.05 and exactly [200/5/4/3/2] Miller Units, as defined

in Miller, J.H., Experiments in Molecular Genetics (Cold Spring Harbor Lab. 1972) at 352-

358.”
2. “functional. .. p-galactosidase gene”
The Parties disagree on the proper claim construction and have proposed the following
constructions:
‘Relevant | Glycosyn Jennewein Staff
Claims |
’230 Patent (A) plain and ordinary (A) plain and ordinary (A) plain and ordinary
claim 21 meaning. meaning: meaning.
plain and ordinary plain and ordinary plain and ordinary
’018 Patent meaning, i.e., a gene meaning, i.e., “a gene meaning, i.e., a gene
claims 1, involved in producing a | that encodes a full-length | that encodes a working
21,23,24 working B-galactosidase | working f-galactosidase enzyme
enzyme. B-galactosidase enzyme”
(JCat3)

For this limitation, the Parties’ constructions differ very narrowly. In its opening brief,
Glycosyn explains “[i]t appears the parties all agree that a working [-galactosidase enzyme is a 3-
galactosidase enzyme that has the ability to cleave the glycosidic bond between galactose and
glucose.” (CIMB at 27.) Glycosyn argues, however, that Jennewein’s construction involving “tull-
length” is improper on technical grounds because “[w]ith regard to the enzyme produced from the
lacZ gene, ‘a full-length working B-galactosidase enzyme’ does not exist.”” (/d. at 28 (citing Prather
Decl. at§41).) Glycosyn contends the claim term is deliberately broad as to whether B-galactosidase
enzyme needs to be produced by a single full-length gene or multiple genes and “[t]here is nothing
in the patents that places any significance on having a single gene produce a ‘full-length’ B-
galactosidase enzyme, and nothing in the patent that expressly limits the ‘functional . . . -
galactosidase gene’ to a single ‘full-length’ gene.” (/d at 28.) Further, Glycosyn contends “[a]

person of ordinary skill in the art at the time of the invention would have readily understood that
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this low-level B-galactosidase activity could have been equally achieved by inserting a full-length
lacZ gene, or by inserting complementary lacZa or lacZ(2 B-galactosidase genes. (/d. at 28-29
(citing Prather Decl. at § 38-42).)

Essentially, according to Glycosyn, “[t]he claims are not even limited to /acZ, but instead
include any [-galactosidase gene (of which lacZ is the [sic] only one type).” (/d. at 29.) Glycosyn
argues this is shown through principles of claim differentiation, where /acZ is expressly claimed in
other dependent claims as the recited “B-galactosidase gene.” (See id (citing Phillips, 415 F.3d at
1314-1315); see also CRMB at 9-10 (“if the dependent claim term ‘E. coli lacZ gene’ means ‘E.
coli lacZ gene that encodes a full-length enzyme,” as Respondent suggests, then the independent
claim would necessarily be broader and would not contain the additional ‘full length’ limitation.”))
With this understanding, Glycosyn adds that there is no meaningful difference between its
construction and the Staff’s and “the term ‘encoding’ is just another way of saying ‘involved in
producing.” (CIMB at 30 (citing CIMB, Ex. 4 at §33).)

In its reply brief, Glycosyn argues that Jennewein’s arguments on whether a fragment of a
B-galactosidase gene can be considered a “functional” gene are belied by Jennewein’s technical
documents. (See CRMB at 8 (citing CRMB, Ex. 15 at 16967).) Glycosyn argues one such document
is “far better evidence of what a person of ordinary skill in the art would have understood was meant
by a ‘functional gene’ than any litigation-inspired constructions presented by Jennewein now.” (/d.)
Lastly, Glycosyn argues that the specification’s identification of only “full-length” B-galactosidase
genes (/acZ and lac4) cannot limit the claims as that would be improper act of limiting the claims
to the specification (see id. at 10 (citing Phillips, 415 F. 3d at 1323)); and, contrary to Staff’s
argument, it is not true that the only way to obtain a working enzyme is to encode a “full-length”
enzyme. (See id at 10-11 (discussing SIMB at 18-19).) Glycosyn suggests the Staff confuses the

claim term “functional” as describing the enzyme as opposed to the gene. (/d. at 11.)
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In its opening brief, Jennewein identifies the issue as “whether a proper construction should
[] clarify that the B-galactosidase gene must ‘encode’ a ‘full-length’ working enzyme.” (RIMB at
23.) Jennewein argues the claims themselves and the patents’ specifications plainly answer this
question in the affirmative. (/d.; see id. at 24 (discussing *230 patent at cls. 2, 22; *018 patent at cls.
8,24).) Jennewein also points to its expert’s declaration to support “a f-galactosidase gene would
be understood by those of ordinary skill in the art to encode for the full-length B-galactosidase
protein from its start codon to the termination codon, and would not encode merely a fragment of it.
. .. A skilled artisan intending to cover a gene fragment would not have used use [sic] the word
‘gene’ alone. Instead the skilled artisan would have used ‘fragment’ or its equivalent to describe
the gene.” (/d. at 24 (citing RIMB, Ex. 4 at 26-28).) Jennewein adds that “[t]he specification of
the Asserted Patents teaches only two specific B-galactosidase genes, /acZ and lac4, both of which
encode a full-length, working [-galactosidase in a different species of bacteria (£. coli and K. lactis,
respectively).” (ld. at 25 (citing 230 patent at 2:65-67, 7:34-35).)
On technical grounds, Jennewein explains:
However, a fragment of the B-galactosidase gene does not encode the
B-galactosidase enzyme, but rather only a fragment of the -
galactosidase enzyme. Moreover, a “functional B-galactosidase gene”
must encode a functional 3-galactosidase enzyme, i.e. a “working -
galactosidase enzyme,” as the parties agree. In contrast, a gene that
does not encode a working [(-galactosidase enzyme—for example a
fragment of a B-galactosidase gene that encodes only a non-working

fragment of the enzyme—would not be a “functional -galactosidase
gene.” Ex. 4, Stephanopoulos at 9 26-28.

(/d at 23.) Jennewein also explains, with respect to the fragments associated with the technique
known as alpha complementation:

When expressed separately, each fragment produces a portion of the
LacZ protein, but neither portion has 3-galactosidase activity alone.
Id When lacZa and lacZw are simultaneously expressed in the sanie
cell, their portions of the LacZ protein assemble into one of the four
subunits of the LacZ B-galactosidase enzyme. /d. Assembly with the
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remaining three subunits into a homotetramer results in a functional
B-galactosidase enzyme that has f-galactosidase activity. /d.

(RRMB at 12-13.)

Further, in its reply brief, Jennewein argues “[t]here is no support in the intrinsic evidence
for Complainant’s tortured reading of the claim language™ and agrees with the Staff that Glycosyn’s
construction creates new ambiguities. (RRMB at 10 (citing SIMB at 18).) Jennewein generally
disputes that a gene “involved in producing,” as in Glycosyn’s construction, is interchangeable with
a gene that “encodes.” (See id. at 11-12 (citing, inter alia, RRMB, Ex. [A] at 1] 6-7; RRMB, Ex. D
at 257-258).) Jennewein also alleges it is improper for Glycosyn to rely on Jennewein’s accused
process to define the claim term. (See id. at 13-14 (citing NeoMagic Corp. v. Trident Microsystems,
Inc., 287 F.3d 1062, 1074 (Fed. Cir. 2002)).) -

With that said, Jennewein finds the Staff’s construction amenable in light of the Staff’s
argument that the term “functional . . . B-galactosidase gene” would not be met by a gene that
produces that enzyme only when another undefined gene or gene segment is simultaneously
produced. (Seeid. at11.)

In its opening brief, the Staff understands Glycosyn’s construction to cover “any gene that
is involved in producing such an enzyme, even if the gene can only do so in conjunction with other
genes.” (SIMB at 17.) The Staff argues this presents problems for partial genes and whether they
are “functional” or not, as “[i]nfringement would depend on the presence or absence of ‘other
segments’ that are not identified anywhere in the claim language, in the specification, or in the
prosecution history.” (/& at 18; SRMB at 10.) On the other hand, the Staff f{inds Jennewein’s
construction acceptable except for the “full-length” term. (See SIMB at 18-19.) The Staff
summarizes, “what is important in the context of the asserted patents is whether the gene in question

encodes an enzyme that successfully performs its function.” (/d. at 19.)
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In its reply brief, the Staff argues the claim language “a functional promoter-less B-
galactosidase gene inserted into an endogenous gene such that the resultant bacterium comprises a
low level of B-galactosidase activity,” when read in context, “indicates that the 3-galactosidase gene
must be fully *functional’ at the time it is inserted into an endogenous gene.” (SRMB at 8.) This,
according to the Staff, contradicts Glycosyn’s construction. (/d)

Upon review of the evidence, the undersigned first emphasizes that claim terms are not to
be construed in light of the accused device. “[T]his court has repeatedly stated that a court must
construe claims without considering the implications of covering a particular product or process.”
SmithKline Beecham Corp. v. Apotex Corp., 703 F.3d 1331, 1339 (Fed. Cir. 2005) (citing
NeoMagic., 287 F.3d at 1074 (“It is well settled that claims may not be construed by reference to
the accused device.”)); SRI Int'l v. Matsushita Elec. Corp. of Am., 775 F.2d 1107, 1118 (Fed. Cir.
1985) (“It is only affer the claims have been construed without re ference to the accused device that
the claims, as so construed, are applied to the accused device to determine infringement.”)

Much of the parties’ briefing involves argument over whether a technique known as “a-
complementation” would fall under the scope of this term. (See CIMB at 26-27, 28-29, CRMB at
7-9, 10 (“There is no dispute that Respondent’s £. coli strain produces a working B-galactosidase
enzyme.”), 11; RIMB at 24; RRMB at 12-14 (citing NeoMagic, 287 F.3d at 1074); SRMB at 7-10.)
This technique is not discussed in the asserted patents. (See generally *230 patent; 018 patent.)
Rather, it became clear at the Markman hearing, on the public record, that a-complementation is
related to Jennewein’s accused products in this Investigation. (See, e.g., Hr'g Tr. at 64:5-19, 65:10-

17, 69:4-10 (“this then means that there is no infringement of any claims of the asserted patents . . .

™)
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Thus, the undersigned finds that briefing and argument which concems whether or not a-
complementation falls within the scope of or is covered by “functional . . . f-galactosidase gene” is
not persuasive.

Moving on, the Parties’ primary dispute is whether a “functional . . . B-galactosidase gene”
can be any gene that is involved in the production of the B-galactosidase enzyme, as in Glycosyn’s
construction, or whether it must be a gene that encodes that enzyme, as in the Jennewein and the
Staft’s. Jennewein’s construction also uses the term “full-length” to describe a functional enzyme
(see, e.g., RIMB at 25 (“A B-galactosidase enzyme would not be functional unless it is full-length
or substantially full-length, for only those contain enough of the B-galactosidase structure that is
responsible for producing enzymatic activity.”)), but the undersigned finds this descriptor is
misplaced given the term to be construed is “functional . . . B-galactosidase gene” and not “functional
B-galactosidase enzyme.” Indeed, Jennewein acknowledges that “full-length™ is not critical to its
proposed construction. (See RIMB at 27 (noting “full-length” is implicit in the Staff’s construction
which omits “full-length.”).)

The undersigned finds Jennewein and the Staff’s construction more persuasive. The asserted
patents do not specifically explain what is meant when the modifier “B-galactosidase” is placed
before the word “gene,” which is what the present dispute turns on. Thus, consideration of extrinsic
evidence is appropriate; and the Parties’ experts’ explanations of “gene” resolves the issue.

Glycosyn’s expert explains “[a] gene is a sequence of DNA that contains the molecular
‘code’ for producing functional biological molecules, such as proteins.” (CIMB, Ex. 4 at § 32.)
Jennewein’s expert similarly explains, “[w]hen ordinary scientists read the term ‘gene,’ they think
of the nucleotide (DNA) sequence encoding the amino acid sequence of the an entire protein.”
(RIMB, Ex. 4 at §26.) These explanations are consistent and are hereby adopted. Further consistent

are both of Glycoysn’s and Jennewein’s constructions in their interpretation of “p-galactosidase” in
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“B-galactosidase gene” to mean the creation or production of the enzyme [(-galactosidase.
Additionally, no party contends that anything other than the plain and ordinary meaning should
apply to this term. (See, e.g., CIMB at 25 (table).)

Thus, in light of the experts’ statements and the parties’ constructions, the undersigned finds
the plain and ordinary meaning of “functional . . . B-galactosidase gene” is simply “a functional
sequence of DNA that encodes B-galactosidase.”

While Glycosyn’s expert also states “to say that a gene ‘encodes’ a working enzyme is to
say that it is ‘involved in producing’ a working enzyme” (id, Ex. 4 at § 33), Jennewein’s expert
squarely takes the opposition position, “[o]rdinary scientists generally do not describe a gene as
merely being ‘involved’ in producing a protein like B-galactosidase. They normally say a gene
‘encodes’ B-galactosidase” (RIMB, Ex. 4 at Y 25). The undersigned finds Jennewein’s expert more
persuasive in light of the very particular and detailed nature of this art, and notes that Glycosyn
provides no other evidence beyond its expert’s opinion to support its “involved in producing”
interpretation.

Accordingly, “functional . . . B-galactosidase gene” is hereby construed as “a functional
sequence of DNA that encodes B-galactosidase.”

3. “wild type”

The Parties disagree on the proper claim construction and have proposed the following

constructions:
Relevant Glycosyn Jennewein Staff
Claims ==
"230 Patent (A) plain and ordinary (A) plain and ordinary (A) plain and ordinary
claims 21, 27 | meaning: meaning: meaning:
plain and ordinary plain and ordinary plain and ordinary
018 Patent meaning, i.e., the meaning, i.e., “the form meaning, i.e., the
claims 1, phenotype most most commonly found in | phenotype most
4,20,24 commonly found in nature” commonly found in
nature nature
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(JCat3-4))

For this limitation, the Parties’ dispute is also narrow. Glycosyn argues “[t]hroughout the
claims and the specification, the term ‘wild type’ is used to compare observable traits of the E. coli
organism as compared to the modified E. coli organism described in the claims.” (CIMB at 34-35
(citing 230 patent at cls. 2, 8, 21, 27; *018 patent at cls. 1, 4, 20, 24); see id. at 35 (citing *230 patent
at 5:6-18, 6:42-46, 16:43-49; *018 patent at 5:6-18, 6:42-46, 16:43-49).) Glycosyn reasons:

The picture is clear: every time the term “wild type” is used in the
patent claims, it is used in relation to observable traits of the E. coli
organism. Such observable traits are referred to by persons of

ordinary kill [sic] in the art as “phenotype.” They are not a “form,” as
Respondent contends.

(/d. at 35.) Glycosyn argues it and the Staff’s proposed construction “comports with how a person
of ordinary skill in the art would understand the term ‘wild type’ at the time of the invention. . . .
This also aligns with dictionaries commonly used by people of ordinary skill in the art in question
at the time of the invention.” (/d. at 35-36 (citing Prather Decl. at § 36; CIMB, Ex. 13 at 68993-
68997).) In its reply brief, Glycosyn contends Jennewein admits “phenotype is defined in term of
observable traits or observable characteristics” and “wild-type is used in the patents to describe a
phenotype.” (CRMB at 14 (citing RIMB at 31).) To the extent Jennewein argues the existence of
“wild-type” genotypes, in addition to phenotypes, Glycosyn urges the use of “form” in Jennewein’s
construction “does not capture this” and “adds complexity and confusion, and leaves the definition
of wild-type less apparent and subject to further interpretation.” (/d.)

(1913

In its opening brief, Jennewein highlights that “‘[w]ild-type’ appears in two contexts in the
Asserted Patents: ‘wild-type gene’ and ‘wild-type bacterium’ and argues its own construction
“embraces the clear, plain meaning in both contexts: the form most commonly found in nature.”

(RIMB at 29-30.) Jennewein points out the *230 patent’s recitation of both phenotype and genotype

(id. at 30 (citing *230 patent at 18:19-23)) and extrinsic textbook evidence that defines “phenotype”
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as “distinct from its genotype” (id. (citing RIMB, Ex. 10 at G8, G-13)). Jennewein swnmarizes,
“[g]enes have both a phenotype and a genotype, and there is no reason to include one and exclude
the other from the plain meaning of ‘wild-type’” and a person of ordinary skill would understand
“wild-type” is not limited to phenotype of a gene. (/d (citing RIMB, Ex. 11 at 977, 1232; RIMB,
Ex. 10 at 342).)

Regarding a phenotype as an “observable” characteristic or trait, Jennewein contends “[a]
gene would not have an ‘observable’ trait or characteristic—that would be the gene’s product, not
the gene itself.” (/d. at 31 (citation omitted).) Further, Jennewein reasons “[a]lthough a wild-type
bacterium could have the same phenotype as a genetically engineered bacterium, in that case the
bacterium would no longer be considered a ‘wild type.”” (id. (citing RIMB, Ex. 4 at §56).) Thus,
Jennewein explains, “[t]he term ‘wild-type’ qualifies the thing that appears after it—here, either or
a gene or bacteria” and “neither a ‘gene’ nor a *bacteria’ is a phenotype, and the claim needs no such
additional requirement.” (/4. at 32.)

In its reply brief, Jennewein asserts “[t}he parties agree that a ‘wild-type’ is the form as it
exists in nature. A key aspect of this natural state of ‘wild-type’ is that it is unchanged by man.”
(RRMB at 18 (citing RIMB, Ex. 4 at § 55-56;, CIMB, Ex. 13); see i/d. at 20-21 (citing SIMB, Ex.
10 at 2370).) Jennewein contends the construction from Glycosyn and the Staff “eliminates this
‘natural’ aspect of ‘wild-type’ and would include man-made mutants.” (/d at 18-19.) Jennewein
continues to add that discussions in the patent specifications of “levels of activity in a wild-type
gene or bacterium does not mean that the gene or bacterium is limited to its phenotype” (id. at 19
(citing RRMB, Ex. A at  18)) and “[n]either the claims nor the specification define a wild-type
gene as being synonymous with wild-type activity” (id.).

In its opening brief, the Staff points to extrinsic dictionary evidence which defines “wild

type” as a phenotype, and other extrinsic dictionary evidence which defines the same as a genotype

31



or phenotype. (SIMB at 22 (discussing SIMB, Exs. 10, 11).) The Staff explains it prefers using
“phenotype,” as in Glycosyn’s construction, over “form,” as in Jennewein’s construction, because
“it is a slightly more accurate reflection of the manner in which the term ‘wild-type’ is used in the
asserted patents.” (/d. at 22-23.) The Staff reasons:

Both patents are focused on the bekhavior of the engineered organisms,

specifically on their ability to produce human milk oligosaccharides

such as 2'-FL, rather than on the specific molecular makeup of the

organisms’ genetic structure. In other words, they are focused on the

modified E. coli bacterium’s phenotype rather than its genotype. The
Staff’s proposed construction reflects this fact.

(Id at 23 (emphasis in original).) In its reply brief, the Statf repeats “the focus of both asserted
patents is on the behavior of the engineered organism, specifically on its ability to produce human
milk oligosaccharides such as 2'-FL, as well as the effect of the behavior of the specific lacZ gene
on the organism’s ability to produce 2'-FL.” (SRMB at 15 (emphasis in original).) The Staff
continues, “[a]ny genotype of a functional promoter-less B-galactosidase gene will do, so long as it
has the effect of causing a low level of B-galactosidase activity. In other words, it is the effect of
the gene on the bacterium, and not its physical structure, that is important.” (/d.) Thus, the Staff
concludes phenotype is the proper interpretation of “wild-type.” (Id at 16.) The Staff also faults
Jennewein’s comparison of phenotypes between man-made and wild organisms as unsupported by
Jennewein’s cited expert declaration. (See SRMB at 16-17 (discussing RIMB, Ex. 4 at §9 56, 58).)

Upon review of the evidence, the undersigned finds Jennewein’s construction is more
accurate. The claims of a patent are the starting point for claim construction. Interactive Gift
Express, 256 F.3d at 1331. The claims of the asserted patents use “wild type™ or “wild-type” as
descriptors in two distinct contexts—for both a gene (see '230 patent at cls. 2, 5, 21, 24) and for a
bacterium as a whole (see *230 patent at cls. 8,27; °01 8 patent at cls. 1, 4,20, 24). More specifically,

“wild type” is used in the context of a gene which is inserted into another gene (*230 patent at cls.
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2,5, 21, 24) and then also in the context of comparing observable traits between two bacteria (*230
patent at cls. 8, 27; "018 patent at cls. 1, 4, 20, 24.)

Jennewein’s construction is consistent with both of these contexts—the “wild type” gene or
bacterium is the “form” or “type” of the gene or bacterium “most commonly found in nature.” It is
this type of the gene which is inserted into another gene (see *230 patent at cls. 2, 5, 21, 24) and the
type of bacteria which is compared to the bacterium of the invention (see *230 patent at cls. 8,
27;°018 patent atcls. 1,4, 20, 24). Jennewein’s construction is further consistent with those portions
of the patent specification which refer to “wild-type” in the contexts of a “coding sequence”
(see 230 patent at 12:64-67 (“DNA fragment carrying . . . a wild-type E. coli lacZ+ coding
sequence”)) and “wild-type copy of the lacZ (B-galactosidase) gene” (id. at 16:43-47) or “supplying
a wild-type thyA gene” (id. at 16:63-65).

Glycosyn and the Staff’s construction, interpreting “wild-type” as a “phenotype” is arguably
consistent in the context of comparing organisms with observable traits, but not in the gene context
where there is no observable trait, or “phenotype” under comparison as, for example, in the
following claims:

2. The method of claim 1, wherein the functional promoter-less [3-

galactosidase gene inserted into an endogenous gene comprises an
exogenous wild type E. coli lacZ gene.

5. The method of claim |, wherein said bacterium comprises a
functional promoter-less wild-type E. coli lacZ*gene inserted into an
endogenous lon gene.

24. The method of claim 21, wherein said bacterium comprises a
functional, wild-type, promoter-less £. coli lacZ*gene inserted into an
endogenous lon gene.

(’230 patent at cls. 2, 5, 24.)

Every claim term is presumed to have meaning. [nnova/Pure Water, 381 F.3d at 1119

(“While not an absolute rule, all claim terms are presumed to have meaning in a claim.”). To have
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meaning in these claims, “wild type” must refer to something other than “phenotype.” Glycosyn
and the Staff’s construction is thus too narrow. Indeed, as demonstrated by these claims, Glycosyn
is incorrect when it argues “[t]he picture is clear: every time the term ‘wild type’ is used inthe patent
claims, it is used in relation to observable traits of the E. coli organism.” (CIMB at 35.)

Further, the balance of the extrinsic evidence supports Jennewein’s broad construction.
While the dictionary definition cited by Glycosyn does link “wild type” to phenotype, it does so in
the context of a “wild type” as a “member(] of a species.” (CIMB, Ex. 13.) Genes are not members
of a species and as noted above, the asserted patents use “wild type” in the contexts of both overall
organisms and genes themselves. Glycosyn’s definition, is therefore of lesser probative value. The
Staff’s cited dictionary definition linking “wild-type” to phenotype is of similar little value as it too
is in the context of a member of a species—*“the phenotype that is characteristic of most of the
members of the species occurring naturally and contrasting with the phenotype of amutant.” (SIMB,
Ex. 11.) The Staff’s rationale for including “phenotype” in its construction likewise comes from
the viewpoint of the overall organism. (See, e.g., SIMB at 23 (“In other words, [the patents] are
focused on the modified E. coli bacterium’s phenotype rather than its genotype. The Staff’s
proposed construction reflects this fact.”); SRMB at 15 (“the Staff maintains that the focus of both
asserted patents is on the behavior of the engineered organism . . . .”)).

On the other hand, the Staff’s second cited dictionary definition defines “wild type” in the
proper context—that of genetic material—and states “the standard gene, or the standard genotype
or phenotype of an individual, that is found in a wild or natural population [or] a form that is
arbitrarily designated as such.” (SIMB, Ex. 10.) Jennewein’s cited dictionary definitions also define
“wild type” in the proper context. A first definition defines “wild-type gene” as “the form of a gene

[allele} normally found in nature” (RIMB, Ex. 11 at 977, 1232) and second definition states “the
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‘normal, nonmutant form of a macromolecule, cell or organism’” (RIMB, Ex. 10 at 342 (emphasis
added)).

Thus, the undersigned finds those dictionary definitions directed to “wild type” genes, or
other macromolecules, to be of higher probative value than those directed to “wild type” organisms.
As those gene-specific definitions do not link “wild type” to phenotype, a construction not limited
to phenotype is warranted.

Regarding expert testimony as extrinsic evidence, the undersigned finds Glycosyn’s expert
to be completely conclusory on this issue, staiing only “[a] person of ordinary skill in the art at the
time of the invention would understand that ‘wild type’ as used in the claims and specifications of
the Asserted Patents refers to the phenotype most commonly found in nature.” (CIMB, Ex. 4 at
36.) Jennewein’s expert provides a more persuasive and reasoned justification for his opinion to the
contrary. (See RIMB, Ex. 4 at 1Y 55-66; RRMB, Ex. A at 9 16-19.) The undersigned also finds,
however, no particular reason to use the word “form” in place of “type” as in Jennewein’s
construction either.

Accordingly, “wild-type” or “wild type” is hereby simply construed as “the type most

commonly found in nature.”

SO ORDERED.

AR/

Charles E. Bullock
Chief Administrative Law Judge
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