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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN BOTULINUM TOXIN o
PRODUCTS, PROCESSES FOR Investigation No. 337-TA-1145
MANUFACTURING OR RELATING TO (Remand)

SAME AND CERTAIN PRODUCTS
CONTAINING SAME

NOTICE OF COMMISSION DECISION TO VACATE
ITS FINAL DETERMINATION ON REMAND

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

SUMMARY: Notice is hereby given that the U.S. International Trade Commission has vacated
its final determination following dismissal of the appeals to the U.S. Court of Appeals for the
Federal Circuit (“Federal Circuit”) challenging various aspects of that determination.

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 may be viewed on the Commission’s electronic docket (EDIS) at
hitps://edis.usitc.gov. For help accessing EDIS, please email EDIS3Help@usitc.gov. General
information concerning the Commission may also be obtained by accessing its Internet server at
hitps://www.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: On March 6, 2019, the Commission instituted this
investigation under section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. 1337 (“section
337”), based on a complaint filed by Medytox Inc. of Seoul, South Korea (“Medytox”); Allergan
plc of Dublin, Ireland; and Allergan, Inc. of Irvine, California (collectively, “Allergan™) (all
collectively, “Complainants™). See 84 FR 8112-13 (Mar. 6, 2019). The complaint, as
supplemented, alleges a violation of section 337 based upon the importation and the sale in the
United States of certain botulinum toxin products, processes for manufacturing or relating to
same and certain products containing same by reason of misappropriation of trade secrets, the
threat or effect of which is to destroy or substantially injure an industry in the United States. See
id. The notice of investigation names as respondents Daewoong Pharmaceuticals Co., Ltd.
(“Daewoong”) of Seoul, South Korea and Evolus, Inc. (“Evolus”) of Irvine, California
(collectively, “Respondents”). See id. The Office of Unfair Import Investigations (“OUII”’) was
also a party to the investigation. See id.



On December 16, 2020, the Commission found a violation of section 337 based on the
misappropriation of Complainants’ trade secrets (including the Medytox manufacturing
processes but not the Medytox bacterial strain). See 85 FR 83610-11 (Dec. 22, 2020). The
Commission issued a limited exclusion order against certain botulinum neurotoxin (“BTX")
products that are imported and/or sold by Respondents Daewoong and Evolus and a cease and
desist order against Evolus (collectively, “the remedial orders™). Id. The Commission also set a
bond during the period of Presidential review in an amount of $441 per 100U vial of
Respondents’ accused products. /d.

On February 12, 2021, Complainants filed an appeal from the Commission’s final
determination with the Federal Circuit (Appeal No. 21-1653). On the same day, Respondents
also filed an appeal from the Commission’s final determination of a violation of section 337
(Appeal No. 21-1654). On February 18, 2021, Complainants and Evolus (collectively, “the
Settling Parties”) announced that they had reached a settlement to resolve all pending issues
between them.

On March 3, 2021, the Settling Parties filed a joint petition to rescind the remedial orders
based on settlement agreements and other confidential agreements between and among several of
the Settling Parties. On April 5, 2021, Daewoong filed a response to the Settling Parties’
petition not opposing recission of the remedial orders and also including a motion for vacatur of
the Commission’s final determination. On April 8, 2021, OUII filed a response in support of the
joint petition to rescind. On April 15,2021, Medytox filed a response in opposition to
Daewoong’s motion to vacate the final determination.

On May 3, 2021, the Commission determined to rescind the remedial orders. See 86 FR
24665-66 (May 7, 2021). The Commission also issued an indicative ruling that, if the Federal
Circuit dismisses the pending appeals as moot, the Commission will vacate its final
determination. See id. The Commission explained that “if the Federal Circuit finds that the . . .
appeals are moot” and “[i]f appellate review for Daewoong is prevented, it would be plainly
through happenstance, and vacatur would be warranted to prevent any preclusive effect of the
final determination against Daewoong.” See Comm’n Op. at 8 (May 3, 2021).

On June 21, 2021, Medytox also reached a settlement agreement with AEON Biopharma
(“AEON”). AEON is Daewoong’s exclusive licensee in the United States for therapeutic
applications of BTX products, while Evolus is the exclusive licensee for aesthetic applications.
Consequently, as Medytox stated before the Federal Circuit, “the result of the two settlements is
that Medytox has now resolved its disputes with and granted licenses to the two companies that
hold the exclusive rights to distribute Daewoong’s BTX products in the United States.” See ECF
69, Medytox Statement of Non-Opposition at 2 (Fed. Cir. Docket No. 21-1653); ECF 68,
Medytox Letter at 1 (Fed. Cir. Docket No. 21-1653). Thus, Medytox did not oppose the
Commission’s and Daewoong’s motions to dismiss the appeals as moot and no longer opposes
vacatur of the Commission’s final determination upon remand. On July 26, 2021, the Federal
Circuit issued an order dismissing the appeals “to the extent that the appeals are deemed moot”

and remanding “the matter . . . for the Commission to address vacatur of its final determination.”
Medytox v. ITC, No. 21-1653, Order at 2 (Fed. Cir. July 26, 2021).



In accordance with the Commission’s May 3, 2021 indicative ruling of vacatur and the
Commission’s reasoning related thereto, and in view of the Federal Circuit’s dismissal of the
related appeals as moot, the Commission hereby vacates on remand its final determination.
Commissioner Karpel does not join the Commission’s decision to vacate. As she has previously
stated, the Commission’s decision to exercise its discretion to grant the extraordinary remedy of
vacatur requires an analysis, based on a complete record and after having heard from all parties
on the issue, that includes a careful balancing of the equities, including with respect to the public
interest. See Comm’n Op. at 9-10 n.15 (May 3, 2021). Commissioner Karpel does not consider
that such an analysis was done when the Commission issued its indicative ruling regarding
vacatur, see id., or on remand.

The Commission’s vote on this determination took place on October 28, 2021.

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.

Fei

Lisa R. Barton
Secretary to the Commission
Issued: October 28, 2021
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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN BOTULINUM TOXIN o
PRODUCTS, PROCESSES FOR Investigation N.o. .337-TA-1 145
MANUFACTURING OR RELATING TO (Rescission)

SAME AND CERTAIN PRODUCTS
CONTAINING SAME

NOTICE OF COMMISSION DECISION TO INSTITUTE A RESCISSION
PROCEEDING AND RESCIND THE REMEDIAL ORDERS, TO GRANT THE
MOTION TO LIMIT SERVICE OF THE SETTLEMENT AGREEMENT, TO DENY AS
MOOT THE MOTION TO TERMINATE, AND TO INDICATE RULING ON MOTION
TO VACATE; TERMINATION OF THE RESCISSION PROCEEDING

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

SUMMARY: Notice is hereby given that the U.S. International Trade Commission has
determined to institute a rescission proceeding and rescind the remedial orders issued in the
underlying investigation, to grant the motion to limit service of the settlement agreement, and to
deny as moot the motion to terminate the investigation. The Commission has further determined
that if the Federal Circuit dismisses the pending appeals as moot, the Commission will vacate its
final determination. The rescission proceeding 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 may be viewed on the Commission’s electronic docket (EDIS) at
https://edis.usitc.gov. For help accessing EDIS, please email EDIS3Help@usitc.gov. General
information concerning the Commission may also be obtained by accessing its Internet server at
hitps://www.usitc.gov. The public record for this investigation may be viewed on the
Commission’s electronic docket (EDIS) at Attps://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: On March 6, 2019, the Commission instituted this
investigation under section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. 1337 (“section
337”), based on a complaint filed by Medytox Inc. of Seoul, South Korea (“Medytox’); Allergan
plc of Dublin, Ireland; and Allergan, Inc. of Irvine, California (collectively, “Allergan™) (all
collectively, “Complainants™). See 84 FR 8112-13 (Mar. 6, 2019). The complaint, as
supplemented, alleges a violation 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
botulinum toxin products, processes for manufacturing or relating to same and certain products
containing same by reason of misappropriation of trade secrets, the threat or effect of which is to
destroy or substantially injure a domestic industry in the United States. See id. The notice of
investigation names as respondents Daewoong Pharmaceuticals Co., Ltd. (“Daewoong”) of
Seoul, South Korea and Evolus, Inc. (“Evolus”) of Irvine, California (collectively,
“Respondents™). See id. The Office of Unfair Import Investigations (“OUII”’) was also a party to
the investigation. See id.

On July 6, 2020, the Administrative Law Judge issued a final initial determination
(“FID”) finding a violation of section 337 based on the misappropriation of Complainants’
asserted trade secrets (including the Medytox bacterial strain and Medytox manufacturing
processes), the threat or effect of which is to destroy or substantially injure an industry in the
United States. On September 21, 2020, the Commission issued a notice determining to review
the FID in part. See 85 FR 60489-90 (Sept. 25, 2020).

On December 16, 2020, the Commission found a violation of section 337 based on the
misappropriation of Complainants’ trade secrets (including the Medytox manufacturing
processes but not the Medytox bacterial strain). See 85 FR 83610-11 (Dec. 22, 2020). The
Commission issued a limited exclusion order (“LEQO”) against certain botulinum neurotoxin
products that are imported and/or sold by Respondents Daewoong and Evolus and a cease and
desist order (“CDO”) against Evolus. /d. The Commission also set a bond during the period of
Presidential review in an amount of $441 per 100U vial of Respondents’ accused products. Id

On February 12, 2021, Complainants filed an appeal from the Commission’s final
determination with the Federal Circuit. On the same day, Respondents also filed an appeal from
the Commission’s final determination of a violation of section 337. On February 18, 2021,
Complainants and Evolus (collectively, “the Settling Parties””) announced that they had reached a
settlement agreement to resolve all pending issues between them.

On March 3, 2021, the Settling Parties filed a joint petition to rescind the LEO and CDO
(collectively, “the remedial orders™) based on the settlement agreement. On the same day, the
Settling Parties also filed a joint motion to limit service of the settlement agreement. On March
16, 2021, Daewoong filed a notice of non-opposition to the joint motion to limit service. On
April 1, 2021, the Settling Parties further filed a joint motion to terminate the investigation
without prejudice pursuant to 19 CFR 210.21(b). On April 5, 2021, Daewoong filed a response
to the Settling Parties’ petition to rescind the remedial orders stating that it does not oppose the
Settling Parties’ petition for recission. Daewoong’s response also included a motion for vacatur
of the Commission’s final determination. On April 8, 2021, OUII filed a response in support of
the Settling Parties’ petition to rescind and their joint motion to limit service. On April 12,
2021, Daewoong filed a response to the Settling Parties’ motion to terminate the investigation,
arguing that the motion to terminate should be denied as moot and opposing termination without
prejudice. On April 15, 2021, Medytox filed a response in opposition to Daewoong’s motion to
vacate the final determination. On April 23, 2021, Daewoong filed a motion for leave to file a
reply in support of its motion to vacate and on April 29, 2021, Medytox filed a response in



opposition to the motion for leave to file a reply; the Commission accepts both of these filings
and Daewoong’s motion for leave to file a reply is granted.

Having reviewed the parties’ submissions relating to (and in response to) the Settling
Parties’ petition to rescind, their joint motion to limit service, their joint motion to terminate, and
Daewoong’s motion to vacate, and for the reasons discussed in the Commission Opinion issued
concurrently herewith, the Commission has determined to grant the joint petition to rescind the
remedial orders and the joint motion to limit service, and to deny as moot the joint motion to
terminate the investigation. The Commission has further determined that, if the Federal Circuit
dismisses the pending appeals as moot, the Commission will vacate its final determination.
Commissioner Karpel concurs in the determination to grant the Settling Parties’ motion to
rescind the remedial orders and their motion to limit service; and to deny as moot their motion to
terminate the investigation. However, Commissioner Karpel would deny Daewoong’s motion to
vacate the Commission’s final determination as procedurally improper. She would also deny
Daewoong’s motion for leave to file a reply. Further, Commissioner Karpel would decline to
issue an indicative ruling as to whether Daewoong has established equitable entitlement to the
extraordinary remedy of vacatur on the basis of the record before the Commission.

The rescission proceeding is terminated.

The Commission’s vote on this determination took place on May 3, 2021.

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 3, 2021
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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN BOTULINUM TOXIN
PRODUCTS, PROCESSES FOR Inv. No. 337-TA-1145
MANUFACTURING OR RELATING (Rescission)

TO SAME AND CERTAIN PRODUCTS
CONTAINING SAME

COMMISSION ORDER

On March 6, 2019, the Commission instituted this investigation under section 337 of the
Tariff Act of 1930, as amended (19 U.S.C. § 1337) (“section 337”) based on a complaint filed by
complainants Medytox Inc. of Seoul, South Korea (“Medytox”); and Allergan Limited of
Dublin, Ireland and Allergan, Inc. of Irvine, California (collectively, “Allergan”) (all
collectively, “Complainants”). See 84 FR 8112-13 (Mar. 6,2019). The complaint, as
supplemented, alleges a violation 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
botulinum toxin products, processes for manufacturing or relating to same and certain products
containing same by reason of misappropriation of Complainants’ trade secrets. See id. The
notice of investigation names Daewoong Pharmaceuticals Co., Ltd. of Seoul, South Korea
(“Daewoong”) and Evolus, Inc. of Irvine, California (“Evolus™) as respondents. See id. The
Office of Unfair Import Investigations (“OUII”’) was also a party to the investigation. See id.

On July 6, 2020, the Administrative Law Judge issued a final initial determination
(“FID”) finding a violation of section 337 based on the misappropriation of Complainants’
asserted trade secrets (including the Medytox bacterial strain and Medytox manufacturing

processes), the threat or effect of which is to destroy or substantially injure an industry in the



United States. On September 21, 2020, the Commission issued a notice determining to review
the FID in part. See 85 FR 60489-90 (Sept. 25, 2020).

On December 16, 2020, the Commission found a violation of section 337 based on the
misappropriation of Complainants’ trade secrets (including the Medytox manufacturing
processes but not the Medytox bacterial strain). See 85 FR 83610-11 (Dec. 22, 2020). The
Commission issued a limited exclusion order (“LEO”) against certain botulinum neurotoxin
products that are imported and/or sold by Respondents Daewoong and Evolus and a cease and
desist order (“CDO”) against Evolus. Id. The Commission also set a bond during the period of
Presidential review in an amount of $441 per 100U vial of Respondents’ accused products. /d.

On February 12, 2021, Complainants filed an appeal from the Commission’s final
determination with the Federal Circuit. On the same day, Respondents also filed an appeal from
the Commission’s final determination of a section 337 violation. On February 18, 2021,
Complainants and Evolus (collectively, “the Settling Parties”) announced that they reached a
settlement agreement to resolve all pending issues between them.

On March 3, 2021, the Settling Parties filed a joint petition to rescind the LEO and CDO
(collectively, “the remedial orders”) based on the settlement agreement. On the same day, the
Settling Parties also filed a joint motion to limit service of the settlement agreement. On March
16, 2021, Daewoong filed a notice of non-opposition to the joint motion to limit service. On
April 5, 2021, Daewoong filed a response not opposing the Settling Parties’ joint petition to
rescind and moved for vacatur of the Commission’s final determination. On April 8, 2021,
OUII filed a response in support of the joint petition to rescind and the joint motion to limit
service. On April 12, 2021, Daewoong filed a response to the joint motion to terminate, arguing

that the motion to terminate should be denied as moot and opposing termination without



prejudice. On April 15, 2021, Medytox filed a response in opposition to Daewoong’s motion to
vacate.

Having reviewed the parties’ submissions relating to (and in response to) the joint
petition to rescind and the joint motion to limit service, and for the reasons discussed in the
Commission Opinion issued concurrently herewith, the Commission has determined to grant the
joint petition to rescind the remedial orders and to grant the joint motion to limit service.
Accordingly, it is hereby ORDERED that:

(1) Pursuant to 19 U.S.C. § 1337(k) and 19 C.F.R. § 210.76, the remedial orders are

RESCINDED.

(2) The Secretary shall serve a copy of this Order on the Secretary of the Treasury

and all parties of record and shall publish notice thereof in the Federal Register.

By order of the Commission.

Lisa R. Barton
Secretary to the Commission

Issued: May 3, 2021
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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN BOTULINUM TOXIN
PRODUCTS, PROCESSES FOR Inv. No. 337-TA-1145
MANUFACTURING OR RELATING (Rescission)

TO SAME AND CERTAIN PRODUCTS
CONTAINING SAME

COMMISSION OPINION

On December 16, 2020, the Commission found a violation of section 337 of the Tariff
Act of 1930, as amended (19 U.S.C. § 1337) (“section 337”) based on the misappropriation of
trade secrets owned or licensed by complainants Medytox Inc. of Seoul, South Korea
(“Medytox”); and Allergan Limited of Dublin, Ireland and Allergan, Inc. of Irvine, California
(collectively, “Allergan™) (all collectively, “Complainants”). See 85 Fed. Reg. 83610-11 (Dec.
22,2020). The Commission issued a limited exclusion order (“LEQO”) against certain botulinum
neurotoxin products that are imported and/or sold by respondents Daewoong Pharmaceuticals
Co., Ltd. of Seoul, South Korea (“Daewoong”) and Evolus, Inc. of Irvine, California (“Evolus™)
(collectively, “Respondents”) and a cease and desist order (“CDO”) against Evolus. Id. The
Commission also set a bond during the period of Presidential review in an amount of $441 per
100U vial of Respondents’ accused products. /d.

On March 3, 2021, Complainants and Evolus (collectively, “the Settling Parties™) filed a
joint petition to rescind the LEO and CDO (collectively, “the remedial orders”) based on
settlement. On the same day, the Settling Parties filed an unopposed motion to limit service of

the settlement agreements. On April 1, 2021, the Settling Parties further filed a joint motion to



terminate the investigation without prejudice pursuant to Commission Rule 210.21(b), 19 C.F.R.
§ 210.21(b). On April 5, 2021, Daewoong filed a response stating that it does not oppose the
Settling Parties’ petition. Daewoong’s response also included a motion to vacate the final
determination. On April 15, 2021, Medytox filed a response in opposition to Daewoong’s
motion to vacate the final determination. On April 23, 2021, Daewoong filed a motion for leave
to file a reply in support of its motion to vacate. On April 29, 2021, Medytox filed a response in
opposition to the motion for leave to file a reply.

Having reviewed the parties’ submissions relating to (and in response to) the joint
petition to rescind, the joint motion to limit service, the joint motion to terminate, and
Daewoong’s motion to vacate, the Commission has determined to institute a rescission
proceeding and rescind the remedial orders. The Commission has also determined to grant the
joint motion to limit service and to deny the joint motion to terminate the investigation as moot.
The Commission has further determined that, if the Federal Circuit dismisses the pending
appeals as moot, the Commission will vacate its final determination.

I. BACKGROUND

On March 6, 2019, the Commission instituted this investigation under section 337 based
on a complaint filed by Medytox and Allergan. See 84 Fed. Reg. 8112-13 (Mar. 6,2019). The
complaint, as supplemented, alleges a violation 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 botulinum toxin products, processes for manufacturing or relating to same and certain
products containing same by reason of misappropriation of Complainants’ trade secrets. See id.
The notice of investigation names Daewoong and Evolus as respondents. See id. The Office of

Unfair Import Investigations (“OUII”’) was also a party to the investigation. See id.



On July 6, 2020, the Administrative Law Judge (“ALJ”) issued a final initial
determination (“FID”) finding a violation of section 337 based on the misappropriation of
Complainants’ asserted trade secrets (including the Medytox bacterial strain and Medytox
manufacturing processes), the threat or effect of which is to destroy or substantially injure an
industry in the United States. On September 21, 2020, the Commission issued a notice
determining to review the FID in part. See 85 Fed. Reg. 60489-90 (Sept. 25, 2020).

On December 16, 2020, the Commission found a violation of section 337 based on the
misappropriation of Complainants’ trade secrets (including the Medytox manufacturing
processes but not the Medytox bacterial strain). See 85 Fed. Reg. 83610-11 (Dec. 22, 2020).
The Commission issued an LEO against certain botulinum neurotoxin products that are imported
and/or sold by Respondents Daewoong and Evolus and a CDO against Evolus. Id. The
Commission also set a bond during the period of Presidential review in an amount of $441 per
100U vial of Respondents’ accused products. /d.

On February 12, 2021, Complainants filed an appeal from the Commission’s final
determination with the Federal Circuit. On the same day, Respondents also filed an appeal from
the Commission’s final determination. On February 18, 2021, Complainants and Evolus
(collectively, “the Settling Parties”) announced that they reached settlement agreements to
resolve all pending issues between them.

On March 3, 2021, the Settling Parties filed a joint petition to rescind the remedial orders

1

based on the settlement agreements.” On the same day, the Settling Parties also filed a joint

I See Joint Petition of Complainants Medytox and Allergan and Respondent Evolus to Rescind
the Limited Exclusion Order and the Cease and Desist Order (Mar. 3, 2021) (hereinafter, “Joint
Pet.”).



motion to limit service of the settlement agreements.? On March 4, 2021, Daewoong filed a
submission to provide a “correction” with respect to the joint petition’s characterization of
Daewoong’s position regarding the Settling Parties’ joint petition to rescind and joint motion to
limit service of the settlement agreements.> On March 16, 2021, Daewoong filed a notice of
non-opposition to the joint motion to limit service.* On April 1, 2021, the Settling Parties
further filed a joint motion to terminate the investigation without prejudice pursuant to
Commission Rule 210.21(b), 19 C.F.R. § 210.21(b).> On April 5, 2021, Daewoong filed a
response to the Settling Parties’ petition to rescind the orders and moved for vacatur of the
Commission’s final determination.® Daewoong states that it does not oppose rescission but
argues that the Commission’s final determination should be vacated under United States v.
Munsingwear, Inc., 340 U.S. 36 (1950). On April 8, 2021, OUII filed a response in support of

the joint petition to rescind and the joint motion to limit service.” On April 12, 2021, Daewoong

2 See Joint Motion of Complainants Medytox and Allergan and Respondent Evolus to Limit
Service of Confidential Settlement Agreements to Settling Parties and Commission Investigative
Attorney (Mar. 3, 2021) (hereinafter, “Service Mot.”).

3 Respondent Daewoong Pharmaceutical Co., Ltd.’s Correction to Settling Parties’ Petition to
Rescind the Remedial Orders and Motion to Limit Service of Settlement Agreements (Mar. 4,
2021).

4 See Respondent Daewoong Pharmaceutical Co., Ltd.’s Notice of Non-Opposition to Settling
Parties” Motion to Limit Service of Settlement Agreements (Mar. 16, 2021).

5 See Joint Motion of Complainants Medytox and Allergan and Respondent Evolus for
Termination of the Investigation without Prejudice on the Basis of Settlement (Apr. 1, 2021)
(hereinafter, “Joint Mot.”).

6 See Respondent Daewoong Pharmaceutical Co., Ltd.’s: (1) Response to Complainants
Medytox and Allergan’s and Respondent Evolus’s Joint Petition to Rescind the Remedial
Orders; and (2) Motion to Vacate the Commission’s Opinion (Apr. 5, 2021) (hereinafter,
“Daewoong’s Pet. Resp.”).

7 See Office of Unfair Import Investigation’s Response to Joint Petition of Complainants
Medytox and Allergan and Respondent Evolus to Rescind the Limited Exclusion Order and
Cease and Desist Order (Apr. 8, 2021) (hereinafter, “OUII’s Pet. Resp.”).



filed a response to the joint motion to terminate.® Daewoong argues that the motion to terminate
should be denied as moot and opposes termination without prejudice. On April 15, 2021,
Medytox filed a response in opposition to Daewoong’s motion to vacate.” Medytox opposes
vacatur on procedural and substantive grounds, arguing that vacatur is improper before the
appeals are dismissed as moot and that the appeals are not moot because the Commission’s final
determination carries collateral consequences.

On April 23, 2021, Daewoong filed a motion for leave to file a reply in support of its
motion to vacate.'® On April 29, 2021, Medytox filed a response in opposition to the motion for

leave to file a reply.!!

The Commission accepts both filings for a complete record of the parties’
arguments on the motion to vacate.
IL. ANALYSIS

A. Rescission and Termination

Section 337(k) provides that “any exclusion from entry or order under this section shall
continue in effect until the Commission finds, and in the case of exclusion from entry notifies the
Secretary of the Treasury, that the conditions which led to such exclusion from entry or order no
longer exist.” See 19 U.S.C. § 1337(k)(1). Section 337(k) further provides that a person who

has previously been found by the Commission to be in violation of section 337 may petition the

8 See Respondent Daewoong Pharmaceuticals Co., Ltd.’s Response to Settling Parties’ Joint
Motion for Termination of the Investigation without Prejudice on the Basis of Settlement (Apr.
12, 2021) (hereinafter, “Daewoong’s Mot. Resp.”).

¥ See Complainant Medytox’s Opposition to Daewoong’s Motion to Vacate the Commission’s
Opinion (Apr. 15, 2021) (hereinafter, “Medytox’s Mot. Resp.”).

10 See Respondent Daewoong Pharmaceutical Co., Ltd.’s Motion for Leave to File a Brief Reply
in Support of Their Motion to Vacate the Commission’s Opinion (Apr. 23, 2021).

1" See Complainant Medytox Inc.’s Opposition to Respondent Daewoong Pharmaceutical Co.,
Ltd.’s Motion for Leave to File a Reply Brief (Apr. 29, 2021).



Commission for a determination that the petitioner is no longer in violation of this section or for
a modification or rescission of an exclusion from entry or order under subsection (d), (e), (f), (g),
or (i). See 19 U.S.C. § 1337(k)(2); see also 19 C.F.R. § 210.76.

The Commission has determined to institute a rescission proceeding and rescind the
remedial orders. Complainants seek to rescind the orders in their entirety due to the settlement
with Evolus. In addition, the petition to rescind is unopposed by Daewoong and OUIIL. See
Daewoong’s Pet. Resp. at 1, 6; OUII’s Pet. Resp. at 7. Under these facts, and in view of the
settlement agreements between Complainants and Evolus, the Commission finds that the
conditions that led to the exclusion of Respondents’ products no longer exist (see Joint Pet. at 1).
See 19 U.S.C. § 1337(k); 19 C.F.R. § 210.76. Accordingly, the Commission has determined to
grant the joint petition to rescind the remedial orders. The Commission also grants the
unopposed motion to limit service of the settlement agreements. !?

The Commission has also determined to deny as moot the Settling Parties’ motion to
terminate the underlying investigation without prejudice. Daewoong’s Mot. Resp. at 1. The
Commission previously terminated the investigation when it issued its final determination. As
such, there is no further action to be taken to conclude the investigation.

B. Mootness and Vacatur

While Daewoong does not oppose rescission, Daewoong argues that the rescission moots

the appeals before the Federal Circuit and requests that the Commission vacate its final

12 The Commission agrees that good cause exists to limit service of the settlement agreements.
As noted by the Settling Parties, “[t]he confidential portions of the Agreements reflect
information that is not required to be disclosed publicly, or to Daewoong, in order to resolve this
investigation, but disclosure of this limited set of terms would place the Settling Parties at a
disadvantage, including in connection with potential future settlement negotiations or
discussions.” See Service Mot. at 2.



determination. See Daewoong’s Pet. Resp. at 1-2, 6-11 (citing United States v. Munsingwear,
Inc., 340 U.S. 36 (1950)). Medytox disputes mootness of the appeals and argues that vacatur is
inappropriate. See Medytox’s Mot. Resp. at 1-3, 9-15.

The Commission does not address mootness here because a Commission opinion would
not determine the scope of Article III jurisdiction in the Federal Circuit. Any dispute
concerning mootness of the pending appeals is for the Federal Circuit to resolve.

As to vacatur, the Federal Circuit has allowed the Commission to have the first
opportunity to determine whether to vacate Commission determinations. See Ajinomoto Co. v.
ITC, Nos. 18-1590, 18-1629 (Fed. Cir. June 27, 2018); Sizewise Rentals LLC v. ITC, No. 17-
2334 (Fed. Cir. Dec. 26, 2017). The Commission agrees with Medytox that it would be
improper to vacate the Commission determination prior to a finding that the appeals are moot.
Medytox’s Mot. Resp. at 6-9. The Commission finds, however, that it is proper to indicate at
this stage that if the Federal Circuit dismisses the appeals as moot, the Commission will grant
Daewoong’s motion for vacatur. Cf. Fed. R. App. P. 12.1 (indicative rulings); Fed. R. Civ. P.
62.1 (same). The Commission further finds that providing an indicative ruling on vacatur may
assist the Federal Circuit in determining whether the appeals are justiciable, while preserving the
Commission’s role in determining whether its decisions should be vacated.

(133

Vacatur is proper ““when mootness [on appeal] results from unilateral action of the party
who prevailed below,’ . . . lest the losing party, denied an opportunity to appeal by its
adversary’s conduct, should later be subject to the judgment’s preclusive effect.” Hall v. CIA,
437 F.3d 94, 99-100 (D.C. Cir. 2006) (citing U.S. Bancorp Mortg. Co. v. Bonner Mall P’ship,
513 U.S. 18, 25 (1994); Munsingwear, 340 U.S. at 40). Thus, “[v]acatur ‘clears the path for

future relitigation of the issues between the parties and eliminates a judgment, review of which



was prevented through happenstance.”” U.S. Bancorp, 513 U.S. at 22-23 (quoting
Munsingwear, 340 U.S. at 40). The decision to vacate a judgment is committed to the discretion
of the courts and the Commission. See Senate Permanent Subcommittee on Investigations v.
Ferrer, 856 F.3d 1080, 1089 (D.C. Cir. 2017) (quoting to Sands v. NLRB, 825 F.3d 778, 785
(D.C. Cir. 2016) (itself quoting U.S. Bancorp, 513 U.S. at 25)); see also Certain L-Tryptophan,
L-Tryptophan Products, & their Methods of Production, Inv. No. 337-TA-1005, Comm’n Op.,
2020 WL 4500710, *2-3 (Mar. 5, 2020) (“Certain L-Tryptophan™); Certain Air Mattress Sys.,
Components Thereof, & Methods of Using the Same, Inv. No. 337-TA-971, Comm’n Op., 2020
WL 861520, *3 (Feb. 19, 2020) (“Certain Air Mattress Sys.””). In determining whether vacatur
is warranted, the tribunal must also consider the public interest. See U.S. Bancorp, 513 U.S. at
26. Indeed, as the Supreme Court held, “[jJudicial precedents are presumptively correct and
valuable to the legal community as a whole” and “[t]hey are not merely the property of private
litigants and should stand unless a court concludes that the public interest would be served by a
vacatur.” Id.

The Commission finds that, if the Federal Circuit finds that the pending appeals are moot,
vacatur is warranted here because appellate review has been prevented through happenstance.
Evolus, of course, was a settling party, but Daewoong was not. If appellate review for
Daewoong is prevented, it would be plainly through happenstance, and vacatur would be
warranted to prevent any preclusive effect of the final determination against Daewoong. See
Old Bridge Owners Co-op. Corp. v. Township of Old Bridge, 246 F.3d 310, 314 (3d Cir. 2001)

(finding vacatur warranted where settlement by one plaintiff mooted the appeal as to the other



plaintiff (FDIC) and where the FDIC had been deprived of review through no fault of its own).'3
The potential for Medytox to use the Commission determination preclusively is exactly what
vacatur is meant to avoid where settlement by one party deprives another party of the right to
appeal. Indeed, vacatur exists to prevent even the speculative risk of preclusion.!* American
Family Life Assurance Co. of Columbus v. FCC, 129 F.3d 625, 631 (D.C. Cir. 1997).

However, vacatur does not mean that the Commission’s final determination will have no
persuasive effect in future investigations. A vacatur, which in this case would be due to
settlement and rescission of the remedial orders, would not prevent litigants from “rely[ing] on a
vacated Commission opinion not only before a district court, but also before the Commission
itself.” See Certain Air Mattress Sys., 2020 WL 861520 at *4; see also Certain L-Tryptophan,
2020 WL 4500710 at *4 n.2. Thus, the Commission has determined that if the Federal Circuit
dismisses the pending appeals as moot, the Commission will vacate its final determination upon

remand from the Federal Circuit."?

13 The public interest considerations against vacatur are based on the presumption that decisions
are correct and beneficial to the legal community. To the extent that the public interest would
favor non-vacatur, it is greatly outweighed by the potential harm to Daewoong from the
preclusion (or risk of preclusion) that vacatur is meant to prevent.

14 As Daewoong correctly recognizes, “tribunals generally refrain from deciding the preclusive
effect of a decision on a future court or tribunal.” See Daewoong’s Pet. Resp. at 11 (citing
Smith v. Bayer Corp., 564 U.S. 299, 307 (2011)); accord Medytox’s Mot. Resp. at 17.  Any
decision about the effect of the Commission’s determination upon a future proceeding must be
reserved for that future proceeding.

15 Commissioner Karpel concurs in the determination to grant the Settling Parties’ motion to
rescind the remedial orders and their motion to limit service; and to deny as moot their motion to
terminate the investigation. However, Commissioner Karpel would deny Daewoong’s motion
to vacate the Commission’s final determination as procedurally improper. See Griggs v.
Provident Consumer Disc. Co., 459 U.S. 56, 58 (1982) (“The filing of a notice of appeal is an
event of jurisdictional significance — it confers jurisdiction on the court of appeals and divests
the district court of its control over those aspects of the case involved in the appeal.”); Codexis,
Inc. v. EnzymeWorks, Inc., 759 F. App’x 962, 965 (Fed. Cir. 2019) (holding that district court
could not vacate a sanctions order when appeal was pending because the “notice of appeal



divested the district court of jurisdiction to vacate the Sanctions Order.”). Commissioner Karpel
would deny Daewoong’s motion for leave to reply because the motion is procedurally improper
under Commission Rule 210.15(c); the proffered reply introduces new arguments regarding the
Commission’s jurisdiction to grant its vacatur motion that should have been made in its original
motion; and the proffered reply improperly introduces a new request for a different form of relief
than its vacatur motion.

Commissioner Karpel also would decline to issue an indicative ruling as to whether
Daewoong has established equitable entitlement to the extraordinary remedy of vacatur on the
basis of the record before the Commission. As the Commission has made clear in its vacatur
determinations, “the Commission will exercise its discretion on a case-by-case basis taking into
consideration the individual facts and circumstances pertaining to the request for vacatur”
pursuant to “its own jurisprudence.” Certain Air Mattress Sys., Components Thereof, &
Methods of Using the Same, Inv. No. 337-TA-971, Comm’n Op., 2020 WL 861520, *3 (Feb. 19,
2020). In making its determination, the Commission has examined a full record of briefing
from all parties and has applied the equitable approach of the Supreme Court and Federal Circuit
to determine whether the movant has demonstrated equitable entitlement to the extraordinary
remedy of vacatur. Id. The Supreme Court has explained that vacatur may be granted in cases
that are mooted while on appeal in accordance with equitable principles. U.S. Bancorp Mortg.
Co. v. Bonner Mall P’ship, 513 U.S. 18, 23-29 (1994). The Court made clear that vacatur is an
“extraordinary remedy” to which petitioner must show “equitable entitlement.” /d. at 26. Only
in “exceptional circumstances” should vacatur be granted at the request of litigants. /Id. at 29.
The Court explained that “[j]udicial precedents are presumptively correct and valuable to the
legal community as a whole. They are not merely the property of private litigants and should
stand unless a court concludes the public interest would be served by a vacatur.” Id. at 26
(citations omitted).

Commissioner Karpel notes that with respect to the Commission’s jurisprudence, the
Daewoong and Medytox briefing has shown that the Commission’s vacatur precedents have
arisen only in patent-based final determinations under Section 337(a)(1)(B) where the patent-at-
issue has expired thereby mooting the appeals through happenstance. See Air Mattresses,
Comm’n Op., 2020 WL 861520 at *3; Certain L-Tryptophan, L-Tryptophan Products, & their
Methods of Production, Inv. No. 337-TA-1005, Comm’n Op., 2020 WL 4500710, *2-3 (Mar. 5,
2020). Neither Daewoong nor Medytox analyze how these vacatur precedents may apply to the
Commission final determination where the violation found is based on trade secret
misappropriation under Section 337(a)(1)(A). Moreover, neither Daewoong nor Medytox
address the public interest, which must be considered in determining whether vacatur is
appropriate. See U.S. Bancorp, 513 U.S. at 26.

Commissioner Karpel finds the record here is insufficient to render an indicative ruling as
to vacatur. Only two of the six parties to the Commission investigation have submitted briefing
on the issue of vacatur, Daewoong and Medytox. These papers raise substantial issues about
whether vacatur would be warranted here. Movant Daewoong has not represented that it met
and conferred with the other parties to the Commission investigation and stated the positions of

10



1. CONCLUSION

For the foregoing reasons, the Commission has determined to institute a rescission
proceeding and rescind the remedial orders. The Commission has also determined to grant the
unopposed motion to limit service of the settlement agreements and to deny as moot the joint
motion to terminate the underlying investigation. The Commission has further determined to
issue an indicative ruling that, if the Federal Circuit dismisses the pending appeals as moot, the

Commission will vacate its final determination upon remand from the Federal Circuit.

By order of the Commission.

Lisa R. Barton
Secretary to the Commission

Issued: May 3, 2021

those parties as to its requested relief. Thus, all parties to the Commission proceedings that
culminated in the Commission’s final determination have not been heard as to the equitable
analysis necessary to decide the motion to vacate and the substantial issues raised in the
Daewoong and Medytox motion papers. Accordingly, Commissioner Karpel finds it premature
to issue an indicative ruling as to vacatur because there is an incomplete record that would be
necessary to determine whether “the individual facts and circumstances pertaining to the request
for vacatur,” Air Mattresses, Comm’n Op. at *3, show that Daewoong has established “equitable
entitlement to the extraordinary remedy of vacatur.” U.S. Bancorp, 513 U.S. at 26.
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UNITED STATES INTERNATIONAL TRADE COMMISSION
Washington, D.C.

In the Matter of

CERTAIN BOTULINUM TOXIN
PRODUCTS, PROCESSES FOR Investigation No. 337-TA-1145
MANUFACTURING OR RELATING TO
SAME AND CERTAIN PRODUCTS
CONTAINING SAME

NOTICE OF COMMISSION FINAL DETERMINATION FINDING A VIOLATION OF
SECTION 337; ISSUANCE OF A LIMITED EXCLUSION ORDER AND A CEASE
AND DESIST 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 in the above-captioned investigation. The Commission has determined
to issue a limited exclusion order (“LEO”) prohibiting the importation by respondents Daewoong
Pharmaceuticals Co., Ltd. (“Daewoong”) of Seoul, South Korea and Evolus, Inc. (“Evolus™) of
Irvine, California (collectively, “Respondents™) of certain botulinum toxin products, processes
for manufacturing or relating to same and certain products containing same. The Commission
has also issued a cease and desist order (“CDO”) directed to respondent Evolus. 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 may be viewed on the Commission’s electronic docket (EDIS) at
https://edis.usitc.gov. For help accessing EDIS, please email EDIS3Help@usitc.gov. General
information concerning the Commission may also be obtained by accessing its Internet server at
hitps://www.usitc.gov. The public record for this investigation may be viewed on the
Commission’s electronic docket (EDIS) at Attps://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: On March 6, 2019, the Commission instituted this
investigation under section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. 1337 (“section
337”), based on a complaint filed by Medytox Inc. of Seoul, South Korea; Allergan Limited of
Dublin, Ireland; and Allergan, Inc. of Irvine, California (collectively, “Complainants”). See 84
FR 8112-13 (Mar. 6, 2019). The complaint, as supplemented, alleges a violation of section 337
based upon the importation and sale in the United States of certain botulinum toxin products,



processes for manufacturing or relating to same and certain products containing same by reason
of misappropriation of trade secrets, the threat or effect of which is to destroy or substantially
injure a domestic industry in the United States. See id. The notice of investigation names
Daewoong and Evolus as respondents in this investigation. See id. The Office of Unfair Import
Investigations is also a party to the investigation. See id.

On July 6, 2020, the Administrative Law Judge (“ALJ”) issued a final initial
determination (“FID”) finding a violation of section 337 based on the importation and sale in the
United States of Respondents’ botulinum neurotoxin products by reason of the misappropriation
of trade secrets, the threat or effect of which is to destroy or substantially injure an industry in
the United States. See FID at 273. The ALJ issued a recommended determination (“RD”)
recommending that, if a violation is found, the Commission issue: (1) an LEO barring entry of
certain botulinum toxin products that are imported and/or sold by respondents Daewoong and
Evolus; and (2) a CDO against Evolus. The RD also recommends that the Commission impose
a bond based on price differential during the period of Presidential review.

On July 28, 2020, the Commission issued a notice requesting statements on the public
interest. See 85 FR 46711 (Aug. 3, 2020) (“the PI Notice”). On August 17-18, 2020, several
non-parties filed submissions in response to the PI Notice.

On September 21, 2020, the Commission issued a notice determining to review the FID
in part. See 85 FR 60489-90 (Sept. 25, 2020) (“the WTR/Remedy Notice”). Specifically, the
Commission determined to review the FID’s findings with respect to subject matter jurisdiction,
standing, trade secret existence and misappropriation, and domestic industry, including the
existence of such domestic industry as well as any actual or threatened injury thereto. See id.
The Commission determined not to review the remainder of the FID. See id. The Commission’s
notice also requested written submissions on remedy, the public interest, and bonding. See id.

On October 9, 2020, the parties, including the IA, filed written submissions in response to
the WTR/Remedy Notice, and on October 16, 2020, the parties filed responses to each other’s
submissions. In addition, on October 5-9, 2020, several non-parties filed submissions on the
proposed remedy and/or the public interest in response to the WTR/Remedy Notice.

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 the FID in part
and reverse in part. 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 subject matter jurisdiction, standing, domestic industry as to BOTOX®, and trade
secret existence and misappropriation as it relates to Medytox’s manufacturing processes. The
Commission has also determined to reverse the FID’s finding that a trade secret exists with
respect to Medytox’s bacterial strain. All findings in the FID that are not inconsistent with the
Commission’s determination are affirmed.

Accordingly, the Commission finds that there is a violation of section 337. The
Commission has determined that the appropriate remedy is an LEO against Respondents’
botulinum toxin products, and a CDO against Evolus, barring Respondents’ unfair acts for a



duration of 21 months. The Commission has also determined that the public interest factors
enumerated in subsections 337(d)(1) and (f)(1) (19 U.S.C. 1337(d)(1), (f)(1)) do not preclude the
issuance of the LEO and CDO. The Commission has further determined to set a bond during the
period of Presidential review in an amount of $441 per 100U vial of Respondents’ accused
products.

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

The investigation is terminated.

The Commission’s vote on this determination took place on December 16, 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: December 16, 2020
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UNITED STATES INTERNATIONAL TRADE COMMISSION

Washington, D.C.

In the Matter of

CERTAIN BOTULINUM TOXIN
PRODUCTS, PROCESSES FOR Investigation No. 337-TA-1145
MANUFACTURING OR RELATING TO
SAME AND CERTAIN PRODUCTS
CONTAINING 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 and sale in the United States of certain botulinum toxin products,
processes for manufacturing or relating to same and certain products containing same by
Respondents Daewoong Pharmaceuticals Co., Ltd. (“Daewoong”) and Evolus, Inc. (“Evolus™)
(collectively, “Respondents”) by reason of misappropriation of Complainant Medytox Inc.’s
(“Medytox”’) Manufacturing Process Trade Secrets 1 through 13 asserted in this investigation
(the “Asserted Trade Secrets™).

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 of certain botulinum toxin products, processes
for manufacturing or relating to same and certain products containing same manufactured abroad
by or on behalf of, or imported by or on behalf of, Respondents or any of their affiliated

companies, parents, subsidiaries, or other related business entities, or their successors or assigns.



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 $441 per 100U vial of
botulinum neurotoxin product that is subject to this Order.

Accordingly, the Commission hereby ORDERS that:

1. Certain botulinum toxin products, processes for manufacturing or relating to same
and certain products containing same (as defined in paragraph 2 below) using any of the
Asserted Trade Secrets that are manufactured abroad by or on behalf of, or imported by or on
behalf of, Respondents, or their affiliated companies, parents, subsidiaries, or other related
business entities, or their successors or assigns are excluded, for a period of 21 months from the
effective date of this Order, from entry for consumption into the United States, entry for
consumption from a foreign trade zone, or withdrawal from a warehouse for consumption,
except under license of the trade secret owner or as provided by law.

2. The botulinum toxin products, processes for manufacturing or relating to same
and products containing same that are subject to this Order (i.e., “covered articles”) are as
follows: Botulinum neurotoxin products manufactured by Daewoong Pharmaceuticals Co., Ltd.,
specifically: (1) DWP-450 (prabotulinumtoxinA), variously marketed under the brand names
Nabota®, Jeuveau™, and other brand names; (2) products containing or derived from DWP-450;
and (3) products containing or derived from the BTX strain assigned the high-risk pathogen
control number 4-029-CBB-IS-001 by the Korean Centers for Disease Control and Prevention or
the manufacturing process used to manufacture DWP-450.

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 $441 per 100U vial
of botulinum neurotoxin product that is subject to this Order, 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 covered articles 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. Prior to the importation of botulinum toxin products, processes for manufacturing
or relating to same and products containing same that may be subject to this Order, any of the
persons listed in paragraph 1 must seek a ruling from the Commission to determine whether the

articles sought to be imported are covered by this Order.



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.

G

Lisa R. Barton
Secretary to the Commission
Issued: December 16, 2020
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UNITED STATES INTERNATIONAL TRADE COMMISSION

Washington, D.C.

In the Matter of

CERTAIN BOTULINUM TOXIN
PRODUCTS, PROCESSES FOR Investigation No. 337-TA-1145
MANUFACTURING OR RELATING TO
SAME AND CERTAIN PRODUCTS
CONTAINING SAME

CEASE AND DESIST ORDER

IT IS HEREBY ORDERED THAT RESPONDENT Evolus, Inc. (“Respondent”) of
Irvine, California, cease and desist from conducting any of the following activities in the United
States: importing, selling, marketing, advertising, distributing, transferring (except for
exportation), soliciting U.S. agents or distributors for, and aiding or abetting other entities in the
importation, sale for importation, sale after importation, transfer (except for exportation), of
certain botulinum toxin products, processes for manufacturing or relating to same and certain
products containing same using Complainant Medytox’s Manufacturing Process Trade Secrets 1

through 13, asserted in this investigation (the “Asserted Trade Secrets”).

L.
Definitions
As used in this Order:
(A)  “Commission” shall mean the United States International Trade Commission.

(B)  “Complainants” shall mean Medytox Inc., Allergan Limited, and Allergan, Inc.

(C)  “Respondent” shall mean Evolus, Inc. of Irvine, California.



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

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

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

(G)  The term “Asserted Trade Secrets” shall mean Complainant’s Medytox Inc.’s
Manufacturing Process Trade Secrets 1 through 13, asserted in this investigation.

(H)  The term “covered products” shall mean botulinum neurotoxin products
manufactured by Daewoong Pharmaceuticals Co., Ltd., specifically: (1) DWP-450
(prabotulinumtoxinA), variously marketed under the brand names Nabota®, Jeuveau™, and
other brand names; (2) products containing or derived from DWP-450; and (3) products
containing or derived from the BTX strain assigned the high-risk pathogen control number
4-029-CBB-IS-001 by the Korean Centers for Disease Control and Prevention or the
manufacturing process used to manufacture DWP-450 using any of the Asserted Trade Secrets.

II.
Applicability

The provisions of this Cease and Desist Order shall apply to Respondent and to any of its
principals, stockholders, officers, directors, employees, agents, distributors, controlled (whether
by stock ownership or otherwise) and majority-owned business entities, successors, and assigns,
and to each of them insofar as they are engaging in conduct prohibited by section 111, infra, for,

with, or otherwise on behalf of, Respondent.



I11.
Conduct Prohibited

The following conduct of Respondent in the United States is prohibited by this Order.
For a period of 21 months from the date of issuance of this Order, Respondent shall not:

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

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

(C)  advertise imported covered products;

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

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

1Vv.
Conduct Permitted

Notwithstanding any other provision of this Order, specific conduct otherwise prohibited
by the terms of this Order shall be permitted if, in a written instrument, the owner of the Asserted

Trade Secrets licenses or authorizes such specific conduct.

V.
Reporting

For purposes of this requirement, the reporting periods shall commence on July 1 of each
year and shall end on the subsequent June 30. The first report required under this section shall
cover the period from the date of issuance of this Order through June 30, 2021. This reporting
requirement shall continue in force until such time as Respondent has truthfully reported, in two
consecutive timely filed reports, that it has no inventory of covered products in the United States.

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

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



(1) imported and/or (ii) sold in the United States after importation during the reporting period,
and (b) the quantity in units and value in dollars of reported covered products that remain in
inventory in the United States at the end of the reporting period.

When filing written submissions, Respondent 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 C.F.R. § 210.4(f)). Submissions should refer
to the investigation number (“Inv. No. 337-TA-1145") in a prominent place on the cover pages
and/or the first page. (See Handbook on Filing Procedures,

hitps://www.usitc.gov/documents/handbook _on_filing procedures.pdf). Persons with questions

regarding filing should contact the Office of the Secretary (202-205-2000). If Respondent
desires to submit a document to the Commission in confidence, it must file the original and a
public version of the original with the Office of the Secretary and must serve a copy of the
confidential version on Complainants’ counsel. '

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

VL.
Recordkeeping and Inspection

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

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

! Complainants must file a letter with the Secretary identifying the attorney to receive reports
associated with this Order. The designated attorney must be on the protective order entered in
the investigation.



States of covered products, made and received in the usual and ordinary course of business,
whether in detail or in summary form, for a period of three (3) years from the close of the fiscal
year to which they pertain.

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

VII.
Service of Cease and Desist Order

Respondent is ordered and directed to:

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

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

(C)  Maintain such records as will show the name, title, and address of each person
upon whom the Order has been served, as described in subparagraphs VII( A) and VII(B) of this

Order, together with the date on which service was made.



The obligations set forth in subparagraphs VII(B) and VII(C) shall remain in effect for
five (5) years from the date of issuance of this Order.

VIII.
Confidentiality

Any request for confidential treatment of information obtained by the Commission
pursuant to sections V or VI of this Order should be made in accordance with section 201.6 of
the Commission’s Rules of Practice and Procedure (19 C.F.R. § 201.6). For all reports for which
confidential treatment is sought, Respondent must provide a public version of such report with
confidential information redacted.

IX.
Enforcement

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

X.
Modification

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

XI.
Bonding

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

(60) day period in which this Order is under review by the United States Trade Representative,



as delegated by the President (70 FR 43251 (July 21, 2005)), subject to the Respondent’s posting
of a bond in the amount of $441 per 100U vial of botulinum neurotoxin product that is subject to
this Order. This bond provision does not apply to conduct that is otherwise permitted by section
IV of this Order. Covered products imported on or after the date of issuance of this Order are
subject to the entry bond set forth in the exclusion order issued by the Commission, and are not
subject to this bond provision.

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

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

The bond is to be released in the event (i) the United States Trade Representative

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

2 See note 1 above.



not disapproved) by the United States Trade Representative, (ii) the U.S. Court of Appeals for
the Federal Circuit, in a final judgment, reverses any Commission final determination and order
as to Respondent on appeal, or (ii1) Respondent exports or destroys the products subject to this
bond and provides certification to that effect that is satisfactory to the Commission, upon service
on Respondent of an order issued by the Commission based upon application therefor made by
Respondent to the Commission.

By order of the Commission.

G

Lisa R. Barton
Secretary to the Commission
Issued: December 16, 2020
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