James M. Wodarski
617 348 1855
jwodarski@mintz.com

One Financial Center
Boston, MA 02111
617 542 6000
mintz.com

July 9, 2021
VIA EDIS
The Honorable Lisa R. Barton
Secretary
U.S. International Trade Commission
500 E Street, S.W., Room 112
Washington, D.C. 20436
Re:

Certain Flocked Swabs, Products Containing Flocked Swabs, And Methods of Using
Same, Inv. No. 337-TA-____

Dear Secretary Barton:
In accordance with the Commission’s Temporary Change to Filing Procedures dated March 16, 2020,
Complainants Copan Italia S.p.A. and Copan Industries, Inc. (together, “Copan” or “Complainants”)
submit the following documents in support of their request that the Commission commence an
investigation pursuant to Section 337 of the Tariff Act of 1930, as amended, concerning certain flocked
swabs, products containing flocked swabs, and methods of using same:
1. One (1) electronic copy of Complainants’ verified Complaint, pursuant to Commission Rule
210.8(a)(1)(i) and 210.12(a).
2. One (1) electronic copy of the public exhibits to the Complaint, pursuant to Commission
Rules 210.8(a)(1)(i) and 201.12(a)(9)1, including:

a. One (1) electronic copy of the certified versions of United States Patent Nos. 9,011,358
(“the ’358 Patent”), 9,173,779 (“the ’779 Patent”), 10,327,741 (“the ʼ741 Patent”)
(collectively, the “Asserted Patents”), listed as Exhibits 1, 2 and 3 to the Complaint,
pursuant to Commission Rule 210.12(a)(9)(i), and

b. One (1) electronic copy of certified assignment records for the Asserted Patents, listed as
Exhibits 58, 59, 60, 61, 62 and 63 to the Complaint, pursuant to Commission Rule
210.12(a)(9)(ii).

3. One (1) electronic copy of confidential Exhibits 55C, 56C, 57C, 85C, 88C, and 89C to the
Complaint, pursuant to Commission Rules 201.6(c) and 210.8(a)(1)(ii).
4. One (1) electronic copy of the certified prosecution histories for each of the Asserted Patents,
included as Appendices A, C, and E to the Complaint, pursuant to Commission Rule
210.12(c)(1).

1 Due

to the Commission’s restrictions on in-person filings in response to COVID-19, Complainants’
counsel has retained and will make available upon request samples of the covered products.
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5. One (1) electronic copy of each of the patents and applicable pages of each technical
reference identified in the prosecution histories of the Asserted Patents as Appendices B, D,
and F to the Complaint, pursuant to Commission Rule 210.12(c)(2).
6. A letter and certification requesting confidential treatment for the information contained in
confidential Exhibits 55C, 56C, 57C, 85C, 88C, and 89C to the Complaint, pursuant to
Commission Rules 201.6 and 210.5.
7. A Statement on the Public Interest regarding the remedial orders sought by the Complainants
in the Complaint, pursuant to Commission Rule 210.8(b).
Please contact me with any questions regarding this submission. Thank you for your attention to this
matter.
Very truly yours,
/s/ James M. Wodarski
James M. Wodarski
Member
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July 9, 2021
VIA EDIS
The Honorable Lisa R. Barton
Secretary
U.S. International Trade Commission
500 E Street, S.W., Room 112
Washington, D.C. 20436
Re:

Certain Flocked Swabs, Products Containing Flocked Swabs, And Methods of
Using Same, Inv. No. 337-TA-____

Dear Secretary Barton:
Pursuant to Commission Rules 201.6 and 210.5, Complainants Copan Italia S.p.A. and Copan
Industries, Inc. (together, “Copan” or “Complainants”) respectfully request confidential
treatment of certain confidential business information contained in Confidential Exhibits 55C,
56C, 57C, 85C, 88C, and 89C of the Complaint filed contemporaneously with this letter.
The information contained in the Confidential Exhibits contain confidential data regarding (a)
Copan’s financial investments and expenditures, (b) Copan’s business operations including
confidential license information, and (c) technical details regarding the processes for
manufacturing and testing the covered products. The information in the Confidential Exhibits
qualifies as confidential information pursuant to 19 C.F.R. § 201.6 because:
1.

it is not available to the public;

2.

the unauthorized disclosure of such information could cause substantial harm to
Copan’s competitive position; and

3.

its disclosure could impair the Commission’s ability to obtain information
necessary to perform its statutory function.

Non-confidential versions of these exhibits with the confidential information redacted are
being filed concurrently.
Please contact me with any questions regarding this submission. Thank you for your attention
to this matter.
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Very truly yours,
/s/ James M. Wodarski
James M. Wodarski
Member

Enclosures

U.S. INTERNATIONAL TRADE COMMISSION
WASHINGTON, DC
In the Matter of
Investigation No. 337-TA-

CERTAIN FLOCKED SWABS,
PRODUCTS CONTAINING FLOCKED
SWABS, AND METHODS OF USING
SAME

COMPLAINANTS’ PUBLIC INTEREST STATEMENT
Complainants Copan Italia S.p.A. and Copan Industries, Inc. (together, “Copan” or
“Complainants”) submit this public-interest statement, as required by 19 C.F.R. § 210.8(b). As
discussed below, issuing the requested general exclusion for flocked swabs and products
containing flocked swabs will not have an adverse effect on public health or welfare, competitive
conditions in the domestic economy, production of like or directly competitive articles within the
United States, or American consumers. The requested remedies in this Investigation are limited
to infringing flocked swabs that are used for collecting and transporting biological samples for
analysis, and kits containing flocked swabs. Because Copan and its licensees and other domestic
third parties are able to satisfy market demand for flocked swabs, and other products exist in the
market, a general exclusion order protecting Copan’s intellectual property rights is in the public
interest.
***
Over the last year, the COVID-19 pandemic has exponentially increased the demand for
certain medical and diagnostic testing products. One such product, the nasopharyngeal flocked
swab invented, manufactured, and patented by Copan, played and continues to play a critical role
in testing for COVID-19. Accurate testing for COVID-19 is necessary to facilitate the
identification of community spread, contact tracing, and other critical analyses to combat the

1

pandemic. Until the COVID-19 pandemic began, other than de minimis production in China,
only two producers of flocked swabs existed worldwide: Copan, and Puritan Medical Products
(“Puritan”), located in Maine, USA. See Ex. 90 (Puritan Diagnostics-Specimen Collection).
When the COVID-19 pandemic first started there were significant shortages of flocked
swabs, because demand swelled to a degree that was unanticipated even in the face of an
emerging public health crisis. To address these shortages and ensure sufficient supply of these
critical swabs, Copan quickly created new manufacturing lines, operated existing manufacturing
lines 24/7, and engaged with partners in the medical field to enhance the output of flocked
swabs. Copan was not alone in these efforts, as world governments invested in flocked swab
infrastructure, and new manufacturers of flocked swabs (such as the named Respondents)
entered the international flocked swab market. See Ex. 91 (White House set to use Defense
Production Act to ramp up testing swab manufacturing, CNN, Apr. 20, 2020). Copan has
engaged several new entrants to the flocked swab market, entering into various licensing
agreements and sharing know-how to ensure a quick deployment of additional flocked swab
resources.
With the proliferation of effective vaccines that prevent transmission of COVID-19, as
evidenced by Copan’s current levels of production of flocked swabs, the demand for flocked
swabs has already plateaued at sustainable levels. These vaccines have proven to be remarkably
effective at preventing the transmission of COVID-19.

See, e.g., Ex. 93 (Comparing the

COVID-19 Vaccines- How Are They Different, Yale Medicine, June 2, 2021). Importantly, the
vaccines have drastically reduced hospitalizations and deaths from COVID-19, thereby reducing
and, perhaps eventually, eliminating the pandemic. See Ex. 37 (Real-world studies find COVID
vaccines cut infection, hospitalization, CIDRAP, Apr. 26, 2021). As a result, as vaccinations

2

continue apace, the urgent need for flocked swabs and associated testing kits to conduct rapid
testing, contact tracing, and other information gathering metrics can be managed by the existing
domestic manufacturing capacity. Put another way, to the extent there existed a shortage of
flocked swabs at the beginning of the pandemic, that shortage is over, and the current chain of
authorized manufacturing and distribution capacity can easily handle any future swell in demand.
Accordingly, a general exclusion order, and cease and desist orders against the named
Respondents, would not disserve the public.
I.

How the Articles Subject to the Proposed Remedial Orders are Used in the United
States
The accused products are flocked swabs and kits containing flocked swabs. The named

Respondents sell these products under various trade names and through various distributors.1
Flocked swabs are inserted into human orifices to collect biological samples for testing for
infectious disease such as influenza and SARS-CoV-2 (the coronavirus that causes COVID-19).
These flocked swabs include nasopharyngeal, vaginal, urethra, and other swabs. Flocked swabs
are sold in kits that contain a vial filled with transport media, and sometimes another flocked
swab or in combination with rapid antigen tests. Flocked swabs are also sold as standalone
flocked swabs for other companies to incorporate into kits. Numerous configurations of swab tip
sizes, rod lengths, location of breakpoints, and contents of kits are available on the market.
II.

There are No Public Health, Safety, or Welfare Concerns Related to the Requested
Remedial Orders
Issuance of the requested relief will not have a meaningful adverse effect on the public

health, safety or welfare in the United States for at least three reasons. First, there are alternative
products on the market, such as foam and cotton swabs, that are approved for use as infectious

1

As detailed in the complaint, identifying the supply chain of these unauthorized flocked swabs is difficult and
unreliable.

3

disease testing swabs. Such foam and cotton swabs are not accused of infringement of Copan’s
patents. These products are available from countless suppliers, and have been in common use
for years, even after Copan invented flocked swabs.
Second, there is at least one domestic manufacturer of flocked swabs, Puritan, that would
not be subject to the exclusion order and cease and desist orders in this Investigation. Puritan is
located in Maine, and manufactures its competing flocked swab products in Maine. In addition
to its own resources, Puritan has been directly funded by the Federal government’s invocation of
the Defensive Production Act to address any increases in demand. See Ex. 91 (White House set
to use Defense Production Act to ramp up testing swab manufacturing, CNN, Apr. 20, 2020).
Third, issuance of the requested remedial orders will increase public health, safety and
welfare. Many of the infringing flocked swabs violate FDA regulations on labeling by providing
incomplete or inappropriate information, for instance, using the FDA logo on the packaging. The
FDA bars its logo for commercial use in order to prevent confusion regarding endorsement by
the FDA. Additionally, many of the proposed Respondents only recently began manufacturing
flocked swabs and it is unknown whether the infringing flocked swabs are manufactured in
compliance with the applicable U.S. and international quality and regulatory standards. It is also
unclear whether the infringing flocked swabs have been manufactured in appropriate
environmental conditions or have been sterilized.
Finally, Copan has licensed its flocked swab patents to several manufacturers and
distributors that are also currently supplying the market with flocked swabs. As a result, there
are already licensed avenues for the accused and other third party manufacturers to import and
sell for importation their infringing flocked swab products, should they choose to do so, rather
than selling these swabs for use in the U.S. market after refusing to take a license from Copan.

4

III.

Articles Which Could Replace the Subject Articles If They are Excluded from the
United States
As mentioned above, numerous substitute products already exist on the market, such as

Copan’s flocked swabs, flocked swabs provided by Copan’s authorized licensees, and cotton and
foam swabs.
IV.

Copan, Its Licensees, and Third Party Suppliers Have the Capacity to Immediately
Satisfy Market Demand
Copan, its licensees, and third party suppliers will meet any demand created by the

exclusion of the named Respondents. This is true even if the relevant market is limited to only
flocked swabs, and excludes cotton and foam swabs. This is the case for at least two reasons.
First, Copan, its licensees, and other third party suppliers have the manufacturing capacity to
replace the infringing flocked swab products provided by the named Respondents that would be
excluded at the conclusion of this Investigation, should one institute. Second, the flocked swab
market is largely elastic, in that flocked swab products that are excluded from the United States
market will be sold elsewhere, creating a market surplus in other jurisdictions thereby causing
other, authorized suppliers to redirect their supply to the United States even if a void of flocked
swabs is created from the remedial orders.
V.

The Requested Remedial Orders Will Have No Effect on Consumers
The requested remedial orders will have no effect on consumers, for the reasons

discussed above. In addition, end consumers are largely unaware of the supplier of the flocked
swab that is used to test a patient for disease. In other words, patients do not check the source of
a flocked swab prior to receiving a test for infectious disease.
For the foregoing reasons, no public-interest concerns preclude the issuance of the
proposed general exclusion order and remedies against the named Respondents in this
Investigation.
5

Dated: July 9, 2021

Respectfully submitted,
/s/ James M. Wodarski
James M. Wodarski
Michael T. Renaud
Michael C. Newman
Peter J. Cuomo
Daniel B. Weinger
Sean M. Casey
Kara E. Grogan
MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO PC
Boston, MA 02111
Tel: 617-542-6000
Fax: 617-542-2241
www.mintz.com
Counsel to Complainants
Copan Italia, S.p.A and Copan Industries, Inc.
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UNITED STATES INTERNATIONAL TRADE COMMISSION
WASHINGTON DC
In the Matter of
CERTAIN FLOCKED SWABS, PRODUCTS
CONTAINING FLOCKED SWABS, AND
METHODS OF USING SAME

Investigation No. 337-TA-_____

VERIFIED COMPLAINT UNDER SECTION 337
OF THE TARIFF ACT OF 1930, AS AMENDED
Complainants:

Proposed Respondents:

Copan Italia S.p.A.
Via F. Perotti 10,
25125, Brescia, Italy
Tel: 39.030.2687211

Han Chang Medic
79-35 Jangsan 2-Gil, Susin-Myeon,
Dongnam-Gu
Cheonan, Chungnam, 31252
Republic of Korea
Tel: 82-415698898

Copan Industries, Inc.
1068 Ave. General Ramey
#789 San Antonio, Puerto Rico 00690
Tel: 787-658-0900
Counsel for Complainants
James M. Wodarski
Michael T. Renaud
Michael C. Newman
Peter J. Cuomo
Daniel B. Weinger
Sean M. Casey
Kara E. Grogan
MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO PC
One Financial Center
Boston, MA 02111
Tel: 617-542-6000
Fax: 617-542-2241
www.mintz.com

Wuxi NEST Biotechnology Co., Ltd.
No. 530, Xida Road, Meicun Industrial Park,
Xinwu District
Wuxi, Jiangsu, 214112
China
Tel: 86-51068788698
NEST Scientific Inc.
1592 Hart St Unit 12
Rahway, New Jersey, 07065-5519
United States
Tel: 1-732-381-0268
NEST Scientific USA
1592 Hart St Unit 12
Rahway, New Jersey, 07065-5519
United States
Tel: 732-381-0268

Miraclean Technology Co., Ltd.
301, Bldg. A, No. 18 Factory Building,
Rongshuxa Industrial Zone, Tongxin
Community, Baolong Str., Longgang Dist.
Shenzhen, Guangdong, 518116
China
Tel: 86-75589616772
Huanchenyang (Shenzhen) Technology Co.,
Ltd.
Room 913, 9F, Shifeng Building, Bao'an
Avenue
Shenzhen, Guangdong, 518103
China
Tel: 86-75581465526
HCY USA, LLC
900 S. Loop W.
Houston, Texas, 77054-4657
United States
Tel: 833-842-9872
Vectornate Korea Ltd.
56 Nanosandan 2-ro, Jinwon-myeon
Jangseong, Jeonnam, 57247
Republic of Korea
Tel: 82-7046942489
Vectornate USA, Inc.
10 Industrial Ave Ste 4
Mahwah, New Jersey, 07430-2284
United States
Tel: 201-482-9835
Innovative Product Brands, Inc.
7045 Palm Avenue
Highland, California, 92346-3291
United States
Tel: 909-864-7477
Thomas Scientific, Inc.
1654 High Hill Rd
Swedesboro, New Jersey, 08085-1780
United States
Tel: 800-345-2100

Thomas Scientific, LLC
1654 High Hill Rd
Swedesboro, New Jersey, 08085-1780
United States
Tel: 800-345-2100
Stellar Scientific, LLC
40 New Plant Ct
Owings Mills, Maryland, 21117-4356
United States
Tel: 410-764-2225
Cardinal Health, Inc.
7000 Cardinal Pl
Dublin, Ohio, 43017-1091
United States
Tel: 614-757-5000
Ksl Biomedical, Inc.
1000 Youngs Rd Ste 210
Williamsville, New York, 14221-2644
United States
Tel: 800-960-1080
Ksl Diagnostics, Inc.
1000 Youngs Rd Ste 207
Williamsville, New York, 14221-2644
United States
Tel: 800-960-1080
Jiangsu Changfeng Medical Industry Co.,
Ltd.
Seat of Touqiao Town, Guangling District
Yangzhou, Jiangsu, 225108
China
Tel: 86-51487489383
No Borders Dental Resources, Inc., dba
MediDent Supplies
18716 E Old Beau Trl
Queen Creek, Arizona, 85142-3522
United States
Tel: 480-485-6610

BioTeke Corporation (Wuxi) Co., Ltd.
4th Floor-A, D5, No. 1719, Huishan Avenue
Wuxi, Jiangsu, 214174
China
Tel: 86-51088661198
Fosun Pharma USA Inc.
104 Carnegie Ctr Ste 204
Princeton, New Jersey, 08540-6232
United States
Tel: 609-203-7148
Hunan Runmei Gene Technology Co., Ltd.
oom 401, Building No. 3 in ChangSha
Medical and Health Industrial Park, No. 1048
Zhong Qing Road, Kai Fu District,
Changsha, Hunan, 410153
China
Tel: 86-73189919680
VWR International, LLC
100 W Matsonford Rd Ste 1
Radnor, Pennsylvania, 19087-4565
United States
Tel: 1-610-386-1700
Shenzhen Cleanmo Technology Co., Ltd.
Room 608, 6/F., Qinchengda Building ,Xin’an
Street,Bao’an District,Shenzhen city,
Guangdong Province P.R.
China
Tel: 86-755-61605135
Cleanmo International (HK) Co., Limited
Rm 803 CHEVALIER HSE , 45-51 Chatham
Rd S
Tsim Sha Tsui,
Hong Kong SAR
Tel: 852-26681868
Slmp, LLC dba StatLab Medical Products
2090 Commerce Dr.
McKinney, Texas, 75069-8203
United States
Tel: 972-436-1010

Avrio Genetics LLC dba Bio Testing
Supplies
3467 Trexler Blvd
Allentown, Pennsylvania, 18104-3432
United States
Tel: 919-345-1087
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Exhibit
No.
1
2
3
4
5
6

7
8
9
10
11
12
13
14

15

16
17
18

Description
Certified Copy of U.S. Patent No. 9,011,358
Certified Copy of U.S. Patent No. 9,173,779
Certified Copy of U.S. Patent No. 10,327,741
INTENTIONALLY OMITTED
Sterile CavSwabs – Medschenker Nasopharyngeal Webpage
(available at https://medschenker.com/sterile-cavswabs/)
Thomas Scientific Search Results Webpage (available at
https://www.thomassci.com/search/go?p=Q&lbc=thomassci&uid=26
8162821&ts=custom&w=flock&isort=score&method=and&view=lis
t&AccountWelcomeMessage=Welcome%2c%20How%20May%20
We%20Help%20You%3f&CartItemCount=0&LoggedIn=0&Thomas
Domain=www.thomassci.com&af=cat1%3aswabscovid19samplecoll
ection)
INTENTIONALLY OMITTED
INTENTIONALLY OMITTED
Thomas Scientific – About Us Webpage (available at
https://www.thomassci.com/About-Us)
Thomas Scientific –iClean Swabs Webpage (available at
https://www.thomassci.com/MolecularDiagnostics/Collection/Swabs/_/iClean-Swabs?q=flock)
INTENTIONALLY OMITTED
Wuxi NEST – About Us Webpage (available at http://www.cellnest.com/page95?_l=en)
Wuxi NEST – Disposable Sampler Webpage (available at
http://www.cell-nest.com/page94?_l=en&product_id=725)
Stellar Scientific NEST Scientific COVID-19 Collection Kit
Webpage (available at https://www.stellarscientific.com/nestscientific-5ml-sterile-screw-cap-transport-tube-with-1-2ml-0-85saline-solution-and-sterile-individually-wrapped-oropharyngealcollection-swab-50-vials-and-50-swabs/)
Ksl – Viral Transport Media (VTM) with Swab Webpage (available
at https://0410df9b-1c8d-4b83-9b1de1366dca0897.filesusr.com/ugd/fc7122_18cf7172b4c542a08e68f6bff
238374e.pdf)
Ksl – Home Page (available at https://www.kslbiomedical.com/)
Ksl - Disposable swabs, 52014: KSL NP/OP Swab; Lot Number
202000710JZ
Miraclean MSC-93050 Laryngopharyngeal Flocked Swab Webpage
(available at https://www.mantacc.com/msc-93050laryngopharyngeal-sampling-flocked-swab15936866160874313.html)

iii

Designation
Public
Public
Public
Public
Public

Public
Public

Public
Public
Public

Public

Public
Public
Public

Exhibit
Description
No.
19
Miraclean MSC-93050D Oropharyngeal Sampling Swab Webpage
(available at https://www.mantacc.com/msc-93050d-oropharyngealsampling-swab805794-15952066689647348.html)
20
Thomas Scientific Miraclean Swabs Webpage (available at
https://www.thomassci.com/MolecularDiagnostics/Collection/Swabs/_/Specimen-Collection-Swabs?q=*)
21
HCY About Us Webpage (available at
https://www.chenyanglobal.com/)
22
Miraclean EC Certification
23
HCY iClean Nasopharyngeal Flocked Swab Webpage (available at
https://www.chenyanglobal.com/nasopharyngeal-sampling-swab/)
24
Stellar Scientific Flocked, Individually Wrapped, Sterile Oral Swab
for COVID-19 Testing Webpage (available at
https://www.stellarscientific.com/flocked-individually-wrappedsterile-oral-swab-for-covid-19-testing-100-swabs-ready-to-ship/)
25
MediDent Supplies – About Us Webpage (available at
https://medidentsupplies.com/about/)
26
Vectornate Webpage (available at www.vectornate.com)
27
CavSwab Nasopharyngeal – Medschenker Webpage (available at
https://medschenker.com/products/cavswab-nasopharyngeal/)
28
Smart Collection System – Medschenker Webpage (available at
https://medschenker.com/products/smart-collection-system/)
29
Swabs and Transport Media for COVID-19_ In Stock Now, Ready
Webpage (available at
https://www.rapidmicrobiology.com/news/swabs-and-transportmedia-for-covid-19-in-stock-now-ready-to-ship)
30
Stellar Scientific - About Us Webpage (available at
https://www.stellarscientific.com/)
31
Stellar Scientific - Medschenker Individually Wrapped Sterile
Flocked Nylon Nasal Swab with 101mm Break Point and Ribbed
Shaft 100/PK Webpage (available at
https://www.stellarscientific.com/medschenker-individuallywrapped-sterile-flocked-nylon-nasal-swab-with-101mm-break-pointand-ribbed-shaft-100-pk/)
32
MediDent Supplies - BioTeke Viral Collection Swab and VTM
Transport Tube Kit Webpage (available at
https://medidentsupplies.com/product/bioteke-viral-collection-andtransport-kit-50-per-box-sterile-flocked-swabs-with-viral-transportmedium-tube/)
33
HCY – iclean Trademark Registration No. 5,606,274
34
Rapidmicrobiology Contact Details Webpage (available at
https://www.rapidmicrobiology.com/contact-us)
35
MediDent Supplies – Product Documentation for the BioTeke Viral
Collection and Transport System Webpage (available at
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36
37

38
39
40
41
42
43

44
45
46
47
48
49
50
51
52
53

Description
https://drive.google.com/drive/folders/1ZlZNn44m3aeEJRBECzSNI
4gLNAWsziqd)
MediDent Supplies – Invoice for BioTeke Viral Collection Swab and
VTM Transport Tube Kit
Real-world studies find COVID vaccines cut infection,
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I.

INTRODUCTION
1.

This Complaint is filed by Copan Italia S.p.A. and Copan Industries, Inc.

(together, “Copan” or “Complainants”) pursuant to Section 337 of the Tariff Act of 1930, as
amended, 19 U.S.C. § 1337 (“Section 337”) to remedy the unlawful and unauthorized
importation, sale for importation, and/or sale within the United States after importation, into the
United States, of certain flocked swabs that are used for collecting and transporting biological
samples for analysis, and collection and transport or testing kits (e.g., rapid antigen tests)
containing the same (the “Accused Products”) that directly infringes, contributorily infringes,
and/or induces the infringement of certain claims of U.S. Patent No. 9,011,358 (“the ’358
Patent”), U.S. Patent No. 9,173,779 (“the ’779 Patent”), and U.S. Patent No. 10,327,741
(“the ’741 Patent”) (collectively the “Asserted Patents”), literally, or under the doctrine of
equivalents.
2.

The proposed respondents are: Han Chang Medic; Wuxi NEST

Biotechnology Co., Ltd.; NEST Scientific Inc.; NEST Scientific USA; Miraclean Technology
Co., Ltd.; Huanchenyang (Shenzhen) Technology Co., Ltd.; HCY USA, LLC; Vectornate Korea
Ltd.; Vectornate USA, Inc.; Innovative Product Brands, Inc.; Thomas Scientific, Inc.; Thomas
Scientific, LLC; Stellar Scientific, LLC; Cardinal Health, Inc.; Ksl Biomedical, Inc.; Ksl
Diagnostics, Inc.; Jiangsu Changfeng Medical Industry Co., Ltd.; No Borders Dental Resources,
Inc. dba MediDent Supplies; BioTeke Corporation (Wuxi) Co., Ltd.; Fosun Pharma USA Inc.;
Hunan Runmei Gene Technology Co., Ltd; VWR International, LLC; Shenzhen Cleanmo
Technology Co., Ltd.; Cleanmo International (HK) Co., Limited; Slmp, LLC dba StatLab
Medical Products; and Avrio Genetics LLC dba Bio Testing Supplies. All of these proposed
respondents are referred to throughout this Complaint collectively as “Respondents.”
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3.

Pursuant to 19 U.S.C. § 1337(d)(2), Copan seeks as relief a general

exclusion order barring from entry all infringing flocked swabs, regardless of source, other than
those swabs imported by Copan or its licensees.
4.

Pursuant to 19 U.S.C. § 1337(d)(1), in the alternative to a general

exclusion order, Copan seeks a limited exclusion order against each named Respondent and its
subsidiaries, predecessors, affiliates, agents, successors, and assigns, barring from entry into the
United States all of Respondents’ products that infringe, or are manufactured using processes
that infringe, directly or indirectly, literally or under the doctrine of equivalents, one or more
claims of the Asserted Patents.
5.

Copan also seeks cease and desist orders pursuant to 19 U.S.C. § 1337(f),

prohibiting each Respondent from importing, selling, offering for sale (including via the Internet
or electronic mail) marketing, advertising (including via the Internet or electronic mail),
distributing, transferring (except for exportation), soliciting United States agents or distributors,
and aiding or abetting other entities in the importation, sale for importation, sale after
importation, transfer (except for exportation), or distribution of, Accused Products that infringe,
or are manufactured abroad using processes that infringe, either directly or indirectly, literally
or under the doctrine of equivalents, one or more claims of the Asserted Patents in violation of
Section 337 of the Tariff Act of 1930, as amended (19 U.S.C. § 1337).
6.

Further, Copan requests that the Commission impose a bond upon

Respondents’ importation of infringing Accused Products during the 60-day Presidential review
period pursuant to 19 U.S.C. § 1337(j) to prevent further injury to Copan and its licensees’
domestic industry relating to each of the Asserted Patents.
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7.

On information and belief, each Respondent imports, sells for importation,

and/or sells in the United States after importation, into the United States, Accused Products that
infringe, directly or indirectly, literally or under the doctrine of equivalents, the Asserted Patents.
Copan asserts that the Accused Products infringe at least the following claims of the Asserted
Patents (collectively, the “Asserted Claims”):1
Patent
9,011,358

Asserted Claims
1, 6-9, 11-13, 14,
16-19, 21-22
9,173,779 1, 4-6, 8-9, 11-12,
13, 16-20, 22-24
10,327,741 1, 3, 5, 7-10, 18,
20
8.

The Asserted Patents are all directed toward the design and manufacture

of swabs for collecting biological specimens.
9.

Pursuant to Commission Rules 210.10(b)(1) and 210.12(a)(12), the

categories of the Accused Products are: flocked swabs, such as nasopharyngeal swabs, and kits
containing flocked swabs, that are used in the collection, sampling, or testing of and for
infectious diseases such as influenza, SARS-CoV-2 (the coronavirus that causes COVID-19),
and other diseases.
10.

The Asserted Patents that cover these revolutionary flocked swabs stem

from the research and design of innovative and proprietary electrostatic flocking processes and
their applications with swabs and associated materials developed by Copan. In the early 2000s,
Copan’s Daniele Triva had a breakthrough idea for a type of swab that would outperform state-of
the-art fiber swabs available at the time. See Ex. 55C, ¶ 10 (Declaration of Lorenzo Fumagalli
(“Fumagalli Decl.”)). Daniele Triva invented flocked swabs for use in collecting and

1

Independent claims in the chart of asserted claims in each patent are in bold.
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transporting biological specimens. Id. In the context of preanalytic specimen collection and
transport devices, “flocking” is the process in which short fibers or fiber particles are deposited
onto the tip of a swab’s rod to create a flocked layer around the tip of the swab. Id.
11.

In 2003, through its extensive research and development efforts, Copan

invented the industry’s first-ever “flocked” swabs for collection and transport of biological
specimens. See Ex. 55C, ¶ 11 (Fumagalli Decl.). The market for testing swabs recognizes that
Copan invented and first brought flocked swabs to the market. Id. For example, according to
Puritan, the second largest manufacturer of flocked swabs, “[f]locked swabs first hit the market
when Copan released FLOQSwabs® (made with nylon fibers) in 2003.” Id. (citation omitted).
12.

Before Daniele Triva invented flocked swabs for collecting biological

specimens, fiber swabs consisted of a rod with fibers wrapped around the tip, such as on a Qtip®. See Ex. 55C, ¶ 12 (Fumagalli Decl.).
13.

Copan’s FLOQSwabs® flocked swabs are different. See Ex. 55C, ¶ 13

(Fumagalli Decl.). Copan’s patented flocked swabs are made by electrostatically depositing and
adhering many small fiber particles onto the tip of a swab. Id.
14.

The image below from a 2007 Copan brochure provides a visual

comparison of a traditional fiber swab (on the left) and a flocked swab (on the right):
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Id.
15.

Traditional fiber swabs absorb biological samples inside a wad of fiber,

where part of the sample stays entrapped. See Ex. 55C, ¶ 14 (Fumagalli Decl.). This entrapped
sample leads to insufficiently accurate diagnostic testing, and has been a problem that plagues
the microbiology industry. Id.
16.

Flocked swabs use fibers that are electrostatically deposited onto a shaped

tip of the rod, and the biological sample can be quickly collected (absorbed) between the fibers,
and then released (eluted). Id. The flocked swab’s arrangement of fibers creates capillary action
between the fibers to facilitate hydraulic uptake of the liquid biological sample. Id.
17.

Copan’s flocked swab innovation significantly improves performance in

the release step, ultimately resulting in better quality of the diagnostics, and also allowing the

5

implementation of automated systems in the laboratory thanks to the fact the specimen is now
available in liquid phase. See Ex. 55C, ¶ 15 (Fumagalli Decl.). Such achievements have been
endorsed and praised by the international scientific community in the form of several peerreviewed articles published on prominent journals in the field of infectious disease diagnostics
and laboratory analytics. Id.
18.

Releasing samples from traditional swabs required the rod and tip to be

used like a pen, with pressure applied onto a surface to facilitate release of the sample. Id. The
“closed” structure of traditional swabs created by the wrapped fiber did not allow for an easy and
complete release of the sample. Id. The release step of traditional swabs sometimes required lab
technicians “shaving” fibers off the traditional swabs to release more specimen for the test. Id.
19.

In flocked swabs, the sample stays close to the surface of the fibers during

transport, and the flocked fibers allow for rapid and almost complete elution of the biological
sample for analysis. See Ex. 55C, ¶ 16 (Fumagalli Decl.).
20.

The image below from a Copan brochure provides another visual

comparison of a traditional fiber swab (on the bottom) and a flocked swab (on the top):
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See Ex. 55C, ¶ 17 (Fumagalli Decl.).
II.

THE PARTIES
A.

The Complainant
21.

Complainant Copan Italia S.p.A. (“Copan Italia”) is a public company

organized under the laws of Italy, having an address of Via F. Perotti 10, 25125, Brescia, Italy.
See Ex. 55C, ¶ 3 (Fumagalli Decl.). Copan Italia is the sole owner by assignment of all right,
title, and interest in each Asserted Patent. See Ex. 58 (Certified Copy of Recorded Assignment
as to U.S. Patent No. 9,011,358 - REEL-028797 - FRAME-0998); Ex. 59 (Certified Copy of
Recorded Assignment as to U.S. Patent No. 9,011,358 - REEL-029090 - FRAME-0340); Ex. 60
(Certified Copy of Recorded Assignment as to U.S. Patent No 9,173,779 – Patent REEL-032776
- FRAME-0285); Ex. 61 (Certified Copy of Recorded Assignment as to U.S. Patent No
7

9,173,779 - Patent REEL-032776 - FRAME-0375); Ex. 62 (Certified Copy of Recorded
Assignment as to U.S. Patent No 10,327,741 - Patent REEL-036643 - FRAME-0884); Ex. 63
(Certified Copy of Recorded Assignment as to U.S. Patent No 10,327,741 – Patent REEL036644 - FRAME-0765).
22.

Complainant Copan Industries, Inc. (“Copan Industries”), a private

company, owned at 90% by Copan Italia, is organized under the laws of Puerto Rico, having a
physical address of Carr. 110 Km. 28.8, San Antonio Industrial Park, Aguadilla, PR 00603, and
postal address of 1068 Ave. General Ramey, #789 San Antonio, PR 00690. See Ex. 55C, ¶ 4
(Fumagalli Decl.).
B.

The Proposed Respondents
23.

On information and belief, Respondents include manufacturers and

distributors, and potentially other companies that manufacture, import, sell for importation,
and/or sell within the United States after importation certain flocked swabs and/or kits containing
flocked swabs that infringe one or more of the Asserted Patents.
The nature of Respondents’ businesses makes identifying the source of goods incredibly
difficult. This is the case for several reasons. First, distributors of flocked swabs and kits
containing flocked swabs, such as Ksl, may purchase goods from manufacturers, brand the
product as their own product and then sell the Ksl-branded products on the market:
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See Ex. Ex. 17 (Ksl Disposable Swabs Image, 52014: KSL NP/OP Swab; Lot Number
202000710JZ); Ex. 15 (Ksl – Viral Transport Media (VTM) with Swab (available at
https://0410df9b-1c8d-4b83-9b1de1366dca0897.filesusr.com/ugd/fc7122_18cf7172b4c542a08e68f6bff238374e.pdf)).
In this instance, the Ksl branded swab does identify Jiangsu as the manufacturer of the product,
and that the product was made in China. However, this practice is not consistent with the
market. Many distributors do not identify the manufacturer, for example this swab
“manufactured for” Fosun Pharma:

See Ex. 64 (Fosun Pharma – Nasopharyngeal Swab Image).
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24.

Second, entities such as Vectornate do not identify the source

manufacturer for their branded products that contain flocked swabs, providing instead only the
country of origin:

See Ex. 5 (Sterile CavSwabs – Medschenker Nasopharyngeal Webpage (available at
https://medschenker.com/sterile-cavswabs/)). Here, Vectornate identifies that the flocked swab
was made in Korea, but does not indicate what entity manufactured the swab. Id. Thus it could
be any manufacturer in Korea. MedSchenker is a Vectornate brand. See Ex. 26 (Vectornate
Webpage (available at www.vectornate.com)).
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25.

Third, some branded products appear to be manufactured by more than

one entity, making identifying the source of specific flock swab products and kits containing
flock swabs impossible. See Ex. 24 (Stellar Scientific Flocked, Individually Wrapped, Sterile
Oral Swab for COVID-19 Testing Webpage (available at
https://www.stellarscientific.com/flocked-individually-wrapped-sterile-oral-swab-for-covid-19testing-100-swabs-ready-to-ship/)). Other reasons also contribute to the problem of verifying the
supply chain of flocked swabs. For instance, many identified manufacturers are located in
countries where it is commonplace to switch names and locations on a regular basis; suggesting
potential circumvention of a limited exclusion order. See Certain Self-Anchoring Beverage
Containers, Inv. No. 337-TA-1092, Comm’n Op. at 16 (citing the “difficulty identifying the
source of the infringing products” due to frequent name changes for companies operating in
China).
26.

Below, Copan has, to the best of its ability based on its purchase of the

infringing articles, as well as public sources of information, attempted to identify distributors of
flocked swabs and kits containing flocked swabs, and the sources of those products. However, in
addition to the below proposed Respondents, there are many more sources of flocked swabs and
kits containing flocked swabs whose origins and supply chains have been too difficult to identify
without confidential discovery process.
27.

To the extent it has been able, Copan has prepared the following table that

identifies distributors and the manufacturers whose products they distribute in the United States,
with distributors in the first column, and manufacturers in the first row:
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Shenzhen
Cleanmo
Technology
Co., Ltd.

Hunan
Runmei Gene
Technology
Co., Ltd.

X

Unknown
Manufacturer

X

Bioteke
Corporation
(Wuxi) Co.,
Ltd
Jiangsu
Changfeng
Medical

X

Miraclean
Technology
Co., Ltd.

X

IPB

Wuxi NEST
Biotechnology
Co., Ltd.

X

Vectornate

Huanchenyang
Technology

Han Chang
Medic
Thomas
Scientific
Stellar
Scientific
Vectornate
Cardinal Health
Ksl
Diagnostics,
Inc.
No Borders
Dental
Resources, Inc.
Fosun Pharma
USA Inc.
Hunan Runmei
Gene
Technology
Co., Ltd.
VWR
International,
LLC.
Slmp, LLC dba
StatLab
Medical
Products
Avrio Genetics
LLC dba Bio
Testing
Supplies

X

X
X
X
X
X
X

X
X

X

1.

Manufacturers
a. Han Chang Medic

28.

On information and belief, Han Chang Medic (“Han Chang”) is a South

Korean corporation, organized and existing under the laws of the Republic of Korea, with a
principal place of business at 79-35 Jangsan 2-Gil, Susin-Myeon, Dongnam-Gu Cheonan,
Chungnam, 31252.
29.

On information and belief, Han Chang is engaged in the business of

wholesale manufacture and distribution of surgical and medical instruments and consumables.
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On information and belief, Han Chang manufactures and sells for importation into the United
States flocked swabs and kits containing flocked swabs. For example, Han Chang’s distributor
StatLab offers for sale flocked swabs manufactured by Han Chang. See, e.g., Ex. 103 (StatLab –
Molecular Testing Supplies Webpage (available at https://www.statlab.com/generallaboratory/molecular-testing.html (listing the Han Chang COVID Specimen Collection, 2 Swab
Set, 1 NP, 1 OP, Part No. HC-13257/2)). On information and belief, Han Chang is identifiable
as the manufacturer for certain flocked swabs sold and/or offered for sale by Respondent StatLab
through the manufacturer FDA-registration number:
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Ex. 101 (StatLab - COVID Specimen Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC-13257/2
Image); Ex. 102 (Han Chang – FDA Establishment Registration & Device Listing, Registration
No. 3016831172 Image (available at
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm).

30.

Each COVID Specimen Collection 2 Swab Set manufactured by Han

Chang and distributed by Respondent StatLab contains at least one flocked swab. See Ex. 101
(StatLab - COVID Specimen Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC-13257/2 Image);
Ex. 103 (StatLab – Molecular Testing Supplies Webpage (available at
https://www.statlab.com/general-laboratory/molecular-testing.html)). Further, the flocked swabs
and kits containing flocked swabs provided by Han Chang are manufactured in South Korea. Id.,
see also Ex. 102 (Han Chang – FDA Establishment Registration & Device Listing, Registration
No. 3016831172 (available at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm)
(listing the manufacture address in South Korea)).
b. Wuxi NEST Biotechnology Co., Ltd., NEST Scientific Inc.,
and NEST Scientific USA
31.

On information and belief, Wuxi NEST Biotechnology Co., Ltd. is a

Chinese corporation, organized and existing under the laws of the People’s Republic of China,
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with a principal place of business at No. 530 Xida Road, Meicun Industrial Park, Xinwu District,
Wuxi, Jiangsu, 214112, China.
32.

On information and belief, NEST Scientific Inc. is a New Jersey

corporation, with its principal place of business located at 1592 Hart St., Unit 12, Rahway, New
Jersey 07065-5519. On information and belief, NEST Scientific Inc. acts as a local liaison for
Wuxi NEST Biotechnology Co., Ltd., and is a wholly owned subsidiary of Wuxi NEST
Biotechnology Co., Ltd. See Ex. 12 (Wuxi NEST – About Us Webpage (available at
http://www.cell-nest.com/page95?_l=en)).
33.

On information and belief, NEST Scientific USA is another corporate

entity for NEST Scientific Inc. that is also incorporated in New Jersey, with its principal place of
business located at 1592 Hart St., Unit 12, Rahway, New Jersey 07065-5519. It is unclear from
corporate records and public information what purpose NEST Scientific USA serves and how it
is different from NEST Scientific Inc. Wuxi NEST Biotechnology Co., Ltd., NEST Scientific
USA, and NEST Scientific Inc. are collectively referred to herein as “NEST.” Each NEST
corporate entity was formed in June 2020.
34.

On information and belief, NEST is engaged in the business of

manufacturing and selling life science plastic consumables. Id. NEST’s website further explains
that their “products have been exported to North America, Europe, Japan, Korea, India and other
countries, enjoys an excellent reputation nationwide and abroad. Customers are almost all over
the world.” Id.
35.

NEST is further engaged in the business of manufacturing and selling for

importation into the United States flocked swabs and kits containing flocked swabs. See Ex. 13
(Wuxi NEST – Disposable Sampler Webpage (available at http://www.cell-
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nest.com/page94?_l=en&product_id=725)). For example, distributors Stellar Scientific and
Thomas Scientific offer for sale in the United States NEST kits that contain flocked swabs. See
Ex. 14 (Stellar Scientific NEST Scientific COVID-19 Collection Kit Webpage (available at
https://www.stellarscientific.com/nest-scientific-5ml-sterile-screw-cap-transport-tube-with-12ml-0-85-saline-solution-and-sterile-individually-wrapped-oropharyngeal-collection-swab-50vials-and-50-swabs/)); Ex. 71 (Stellar Scientific – NEST Scientific Nasopharyngeal Specimen
Collection (NST-202004-PK) Invoice); Ex. 79 (Thomas Scientific – NEST Disposable Samplers
with VTM (Viral Transport Medium) with Phenol Red Webpage (available at
https://www.thomassci.com/Covid-19/Sample-Collection-Supplies/Bulk-TransportMedia/_/Nest-Scientific-VTM-Viral-Transport-Medium-DisposableSamplers?q=Nest%20Nasal%20Swab)).
36.

On information and belief, NEST manufacturers its flocked swabs and kits

containing flocked swabs at its facility in China. See, e.g., Ex. 80 at 7 (Thomas Scientific –
NEST Disposable Sampler Product Specifications Webpage (available at
https://www.thomassci.com/FetchFile.ashx?id=73afe7af-44cb-4fba-84a4-d544d5749bf9) (listing
the manufacturer address in China)).
c. Miraclean Technology Co., Ltd.
37.

On information and belief, Miraclean Technology Co., Ltd. (“Miraclean”)

is a Chinese corporation, organized and existing under the laws of the People’s Republic of
China, with a principal place of business at 301, Bldg. A, No. 18 Factory Building, Rongshuxa
Industrial Zone, Tongxin Community, Baolong Str., Longgang Dist. Shenzhen, Guangdong,
518116 China.
38.

On information and belief, Miraclean is engaged in the business of

manufacturing and selling laboratory consumables such as VTMs, swabs, kits, and others.
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Included among Miraclean’s product offerings are sample collection flocked swabs. See Ex. 18
(Miraclean MSC-93050 Laryngopharyngeal Flocked Swab Webpage (available at
https://www.mantacc.com/msc-93050-laryngopharyngeal-sampling-flocked-swab15936866160874313.html)). Miraclean further offers DNA kits that contain flocked swabs. See
Ex. 19 (Miraclean MSC-93050D Oropharyngeal Sampling Swab Webpage (available at
https://www.mantacc.com/msc-93050d-oropharyngeal-sampling-swab80579415952066689647348.html)).
39.

Miraclean flocked swabs are available for purchase within the United

States at least through distributor Thomas Scientific. See Ex. 20 (Thomas Scientific Miraclean
Swabs Webpage (available at https://www.thomassci.com/MolecularDiagnostics/Collection/Swabs/_/Specimen-Collection-Swabs?q=*)); Ex. 72 (Thomas Scientific –
Miraclean Nasopharyngeal Specimen Collection Flocked Swab (20A00G414 Mfr. No. MSC96000) Invoice).
40.

On information and belief, Miraclean’s flocked swab products are

manufactured at Miraclean’s manufacturing facility in China. See Ex. 22 (Miraclean EC
Certification).
d. Huanchenyang (Shenzhen) Technology and HCY USA,
LLC (“HCY”)
41.

On information and belief, Huanchenyang (Shenzhen) Technology Co.,

Ltd. (“HCY”) is a Chinese corporation, organized and existing under the laws of the People’s
Republic of China, with a principal place of business at Room 913, 9F, Shifeng Building, Bao’an
Avenue, Shenzhen, Guangdong, 518103, China.
42.

On information and belief, HCY USA, LLC (“HCY USA”) is a Texas

corporation, with its principal place of business located at 900 S. Loop W., Houston, Texas
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77054. On information and belief, HCY USA acts as a local liaison for HCY and is a wholly
owned subsidiary of HCY. HCY and HCY USA are collectively referred to herein as “HCY.”
43.

On information and belief, HCY describes that it is engaged in the

business of being “a leading manufacturer of medical consumables in medical swab, sample
collection kit, viral transport medium, DNA test kit, etc. Our products are largely supplying to
hospitals, medical institutions, labs at home and abroad.” See Ex. 21 (HCY About Us Webpage
(available at https://www.chenyanglobal.com/)).
44.

HCY manufactures and sells the iClean line of flocked swabs. See Ex. 23

(HCY iClean Nasopharyngeal Flocked Swab Webpage (available at
https://www.chenyanglobal.com/nasopharyngeal-sampling-swab/)). HCY’s iClean line of
flocked swabs are available for purchase in the United States. Thomas Scientific (see Ex. 10
(Thomas Scientific –iClean Swabs Webpage (available at
https://www.thomassci.com/Molecular-Diagnostics/Collection/Swabs/_/iCleanSwabs?q=flock)); Ex. 73 (Thomas Scientific - iClean Flocked Swab Webpage (20A00V170 Mrf.
No: CY-96000) Invoice)); and Stellar Scientific (see Ex. 24 (Stellar Scientific Flocked,
Individually Wrapped, Sterile Oral Swab for COVID-19 Testing Webpage (available at
https://www.stellarscientific.com/flocked-individually-wrapped-sterile-oral-swab-for-covid-19testing-100-swabs-ready-to-ship/)). As also discussed below with respect to Respondent
Cleanmo, who also claims to manufacture and sell the iClean line of flocked swabs, after a
reasonable investigation, Copan has been unable to determine whether either or both HCY or
Cleanmo manufacture and/or distribute the iClean flocked swabs that are available for purchase
from Respondents Stellar Scientific and Thomas Scientific, and potentially distributors of
flocked swabs and kits containing flocked swabs. Further confusing the matter, HCY registered
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the “iclean” mark with the United States Patent and Trademark Office. See Ex. 33 (HCY –
iclean Trademark Registration No. 5,606,274). This is further evidence of HCY’s intent to
manufacture, offer for sale, and sell infringing flocked swabs and kits containing flocked swabs
in the United States.
e. Vectornate Korea Ltd. and Vectornate USA, Inc.
45.

On information and belief, Vectornate Korea Ltd. is a Korean company

organized and existing under the laws of the Republic of Korea with a principal place of business
located at 56 Nanosandan 2-ro, Jinwon-myeon Jangseong, Jeonnam, 57247, South Korea.
46.

On information and belief, Vectornate USA, Inc. is a New Jersey

corporation with a principal place of business at 10 Industrial Ave Ste 4, Mahwah, New Jersey
07430-2284. On information and belief, Vectornate USA, Inc. is a wholly owned subsidiary of
Vectornate Korea Ltd. As set forth earlier, Vectornate has also absorbed MedSchenker. See Ex.
26 (Vectornate Webpage (available at www.vectornate.com)). The Vectornate entities are
referred to herein collectively as “Vectornate” or “MedSchenker.”
47.

On information and belief, Vectornate is engaged in the business of

making, selling, importing, and offering for sale to import medical consumables such as vials,
swabs, and other products. As part of this business, Vectornate sells products under the brand
name MedSchenker. Id. Vectornate’s MedSchenker offerings include the MedSchenker
CavSwab line of flocked swabs. See Ex. 27 (CavSwab Nasopharyngeal – Medschenker
Webpage (available at https://medschenker.com/products/cavswab-nasopharyngeal/)). In
addition, Vectornate offers collection kits that contain flocked swabs, vials, and transport media.
See Ex. 28 (Smart Collection System – Medschenker Webpage (available at
https://medschenker.com/products/smart-collection-system/)).
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See Ex. 27 (CavSwab Nasopharyngeal – Medschenker Webpage (available at
https://medschenker.com/products/cavswab-nasopharyngeal/)).
48.

Vectornate’s flocked swab products are also available through other

distributors such as Thomas Scientific (see Ex. 6 (Thomas Scientific Search Results Webpage
(available at
https://www.thomassci.com/search/go?p=Q&lbc=thomassci&uid=268162821&ts=custom&w=fl
ock&isort=score&method=and&view=list&AccountWelcomeMessage=Welcome%2c%20How%20May%20We%20Help%20You%3f&CartItemCount=0&Logge
dIn=0&ThomasDomain=www.thomassci.com&af=cat1%3aswabscovid19samplecollection));
Ex. 74 (Thomas Scientific – MedSchenker™ CavSwab™ (20A00U792 Mfr. No: 20A00U792)
Invoice)), and promoted on Rapid Microbiology (see Ex. 29 (Swabs and Transport Media for
COVID-19_ In Stock Now, Ready Webpage (available at
https://www.rapidmicrobiology.com/news/swabs-and-transport-media-for-covid-19-in-stocknow-ready-to-ship))).
49.

Vectornate applied to register the “CavSwab” trademark with the United

States Patent and Trademark Office in April 2021. See Ex. 78 (Vectornate-MedSchenker –
CavSwab Trademark Application Serial No. 90-624,273). This is further evidence of
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Vectornate’s intent to offer for sale and sell infringing flocked swabs and kits containing flocked
swabs in the United States.
f. Innovative Product Brands, Inc.
50.

On information and belief, Innovative Product Brands, Inc. (“IPB”) is a

California corporation with a principal place of business at 7045 Palm Avenue, Highland,
California 92346-3291.
51.

According to IPB’s website, IPB’s mission is to “strive to deliver quality

products and services that provide solutions, value and continual improvement while developing
long-term relationships that create customer loyalty in the Dental, Medical and Retail space.”
Ex. 38 (IPB – About Us Webpage (available at
https://www.innovativeproductbrands.com/about)).
52.

Among IPB’s product offerings are numerous infringing flocked swabs,

including the SteriFlock™ nasal swab. See Ex. 81 (IPB – IPB COVID-19 Testing Products
Webpage (available at https://www.innovativeproductbrands.com/covid-19)).
53.

On information and belief, the flocked swabs that IPB offers for sale are

made in China:
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See Ex. 77 (Cardinal Health – IPB SteriFlock™ Sterilized Flocked Collection Swabs (NP/OP)
Product Webpage (available at https://www.cardinalhealth.com/en/productsolutions/medical/laboratory-products/microbiology/nasopharyngeal-and-oropharyngeal-swabspecimen-collection/steriflock-sterilized-flocked-collection-swabs-np-op.html)).
54.

On information and belief, IPB offers these products for sale in the United

States and does sell them in the United States. See, e.g., Ex. 75 (IPB - SteriFlock
Nasopharyngeal Swab Invoice). IPB registered the “SteriFlock” trademark with the United
States Patent and Trademark Office in April 2020, registration issued March 30, 2021. See, e.g.,
Ex. 76 (IPB – SteriFlock Trademark Registration No. 6,310,655). This is further evidence of
IPB’s intent to offer for sale and sell infringing flocked swabs and kits containing flocked swabs
in the United States.
g. Jiangsu Changfeng Medical Industry Co., Ltd.
55.

On information and belief, Jiangsu Changfeng Medical Industry Co., Ltd.

(“Jiangsu”) is a Chinese corporation, organized and existing under the laws of the People’s

22

Republic of China, with a principal place of business at Seat of Touqiao Town, Guangling
District Yangzhou, Jiangsu, 225108, China.
56.

On information and belief, Jiangsu is engaged in the business of

manufacturing medical, surgical, ophthalmic, and veterinary instruments and apparatuses. On
information and belief, Jiangsu manufactures and sells for importation into the United States
flocked swabs and kits containing flocked swabs. For example, Jiangsu manufactures at least
flocked swabs for Ksl:

See Ex. 15 (Ksl – Viral Transport Media (VTM) with Swab Webpage (available at
https://0410df9b-1c8d-4b83-9b1de1366dca0897.filesusr.com/ugd/fc7122_18cf7172b4c542a08e68f6bff238374e.pdf)); Ex. 17 (Ksl
Disposable Swabs Image, 52014: KSL NP/OP Swab; Lot Number 202000710JZ).
57.

On information and belief, each VTM kit manufactured by Jiangsu on

behalf of Ksl contains at least one flocked swab:
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Id. Further, the flocked swabs and kits containing flocked swabs are manufactured in China. Id.
h. BioTeke Corporation (Wuxi) Co., Ltd.
58.

On information and belief, BioTeke Corporation (Wuxi) Co., Ltd.

(“BioTeke”) is a Chinese corporation, organized and existing under the laws of the People’s
Republic of China, with a principal place of business at 4th Floor-A, D5, No. 1719, Huishan
Avenue, Wuxi, Jiangsu, 214174, China.
59.

On information and belief, BioTeke is a high-tech manufacturer

specializing in molecular diagnostics and rapid detection products. See, e.g., Ex. 39 (BioTeke –
About Us Webpage (available at https://www.bioteke.cn/About-Bioteke.html)). Among
BioTeke’s product offerings include infringing flocked swabs and kits containing flocked swabs.
Id. See also Ex. 41 (BioTeke – Swab Products Webpage (available at
https://www.bioteke.cn/phoenix/admin/prod/search?searchValue=swab&searchProdStyle=)).
60.

On information and belief, BioTeke manufactures its flocked swabs and

kits containing flocked swabs at its facility in China. See, e.g., Ex. 35 (MediDent Supplies –
Product Documentation for the BioTeke Viral Collection and Transport System Webpage
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(available at
https://drive.google.com/drive/folders/1ZlZNn44m3aeEJRBECzSNI4gLNAWsziqd)).
61.

On information and belief, BioTeke manufactures and sells for

importation into the United States flocked swabs and kits containing flocked swabs. For
example, at least distributor, Respondent MediDent Supplies, offers for sale—and does sell—in
the United States BioTeke’s Viral Collection Swab and VTM Transport Tube Kit. See Ex. 32
(MediDent Supplies - BioTeke Viral Collection Swab and VTM Transport Tube Kit Webpage
(available at https://medidentsupplies.com/product/bioteke-viral-collection-and-transport-kit-50per-box-sterile-flocked-swabs-with-viral-transport-medium-tube/)); Ex. 36 (MediDent Supplies –
Invoice for BioTeke Viral Collection Swab and VTM Transport Tube Kit).
i. Hunan Runmei Gene Technology Co. Ltd.
62.

On information and belief, Hunan Runmei Gene Technology Co. Ltd.

(“Hunan Runmei”) is a Chinese corporation, organized and existing under the laws of the
People’s Republic of China, with a principal place of business at oom 401, Building No. 3 in
ChangSha Medical and Health Industrial Park, No. 1048 Zhong Qing Road, Kai Fu District,
Changsha, Hunan, 410153, China.
63.

On information and belief, Hunan Runmei manufactures, sells, imports,

and offers for sale to import medical consumables such as infringing flocked swabs and kits
containing flocked swabs. See Ex. 67 (Hunan Runmei – About Us Webpage (available at
https://www.runmeigene.com/aboutus.html)); Ex. 68 (Hunan Runmei – COVID-19 Series
Products Webpage (available at https://www.runmeigene.com/Covid-19-Series-Productspl3351632.html)). On information and belief, Hunan Runmei’s infringing flocked swabs and
kits containing flocked swabs are manufactured in China.
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64.

On information and belief, Hunan Runmei offers these products for sale in

the United States and does sell them in the United States:

Ex. 70 (Hunan Runmei – Single-Use Samplers Image); Ex. 69 (Hunan Runmei – Single-Use
Samplers With 3ml Activated VTM Medium Invoice).
j. Shenzhen Cleanmo Technology Co., Ltd. and Cleanmo
International (HK) Co., Limited
65.

On information and belief, Shenzhen Cleanmo Technology Co., Ltd.

(“Cleanmo”) is a Chinese corporation, organized and existing under the laws of the People’s
Republic of China, with a principal place of business at Room 608, 6/F, Building 13,
Qinchengda, Zone 22, Xin’an Street, Bao’an District, Shenzen, Guangdong, 518101, China.
66.

On information and belief, Cleanmo International (HK) Co., Limited is a

Chinese corporation, organized and existing under the laws of the People’s Republic of China,
with a principal place of business at Rm 803 CHEVALIER HSE , 45-51 Chatham Rd S, Tsim
Sha Tsui, Hong Kong SAR.
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67.

On information and belief, Cleanmo International (HK) Co., Limited is a

related corporate entity to Cleanmo. It is unclear from corporate records and public information
what purpose Cleanmo International (HK) Co., Limited has or serves and how it may play a role
in the manufacture and distribution of infringing flocked swabs and kits containing flocked
swabs. Cleanmo and Cleanmo International (HK) Co., Limited are collectively referred to herein
as “Cleanmo.”
68.

On information and belief, Cleanmo “a scientific and industrial enterprise

integrating R & D, production and trade with years of experience” including medical
consumables, such as flocked swabs. See Ex. 105 (Cleanmo – Home Webpage (available at
https://www.cleanmo.com/)).
69.

On information and belief, Cleanmo holds itself out as providing flocked

swabs and kits containing flocked swabs. See Ex. 104 (Cleanmo - CM-FS913 Cleanmo‘s
Flocked Swabs for nasopharyngeal sampling collection Webpage (available at
https://www.cleanmo.com/cleanmo-s-flocked-swabs)).
70.

On information and belief, Cleanmo, as well as Respondent HCY, holds

itself out as manufacturing, distributing, and/or providing the iClean branded line of flocked
swabs. See, e.g., Ex. 104 (Cleanmo - CM-FS913 Cleanmo‘s Flocked Swabs for nasopharyngeal
sampling collection Webpage (available at https://www.cleanmo.com/cleanmo-s-flocked-swabs)
(offering for sale iClean branded flocked swabs and kits containing flocked swabs)); Ex. 23
(HCY iClean Nasopharyngeal Flocked Swab Webpage (available at
https://www.chenyanglobal.com/nasopharyngeal-sampling-swab/)). After a reasonable
investigation, Copan has been unable to determine whether either or both HCY or Cleanmo
manufacture and/or distribute the iClean flocked swabs that are available for purchase from
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Respondent Stellar Scientific and other distributors of flocked swabs and kits containing flocked
swabs. Id.
71.

On information and belief, Cleanmo’s infringing flocked swabs and kits

containing flocked swabs are manufactured in China. See Ex. 104 (Cleanmo - CM-FS913
Cleanmo’s Flocked Swabs for nasopharyngeal sampling collection Webpage (available at
https://www.cleanmo.com/cleanmo-s-flocked-swabs) (listing Shenzhen (China) as the “Start
Port”)).
72.

On information and belief, Cleanmo offers these products for sale in the

United States and does sell them in the United States. For example, at least distributor Bio
Testing Supplies offers for sale—and sold out of— Cleanmo’s Flocked Swabs in the United
States. See Ex. 106 (Bio Testing Supplies - Sterile Flocked Swabs – Cleanmo - Webpage
(available at https://biotestingsupplies.com/product/sterile-flocked-swabs/)).

73.

2.

Distributors

a.

Thomas Scientific, Inc. and Thomas Scientific LLC

On information and belief, Thomas Scientific, Inc. is a New Jersey

corporation with a principal place of business at 1654 High Hill Rd, Swedesboro, New Jersey
08085-1780.
74.

On information and belief, Thomas Scientific, LLC is a Delaware limited

liability corporation with a principal place of business at 1654 High Hill Rd, Swedesboro, New
Jersey 08085-1780. These entities are collectively referred to herein as “Thomas Scientific.”
75.

According to the Thomas Scientific website, Thomas Scientific is

“committed to offering quality laboratory products while catering to the unique needs of the
individual customer.” Ex. 9 (Thomas Scientific – About Us Webpage (available at
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https://www.thomassci.com/About-Us)). To that end, Thomas Scientific offers a wide range of
products to assist with biological testing. Id.
76.

Among Thomas Scientific’s product offerings are numerous infringing

flocked swabs and kits containing flocked swabs. On information and belief, the flocked swabs
and kits containing flocked swabs that Thomas Scientific offers for sale on its website are made
abroad, in various locations. On information and belief, Thomas Scientific offers these products
for sale in the United States and does sell them in the United States.
77.

For example, Thomas Scientific offers for sale and sells nasopharyngeal

flocked swabs from Miraclean. See, e.g., Ex. 6 (Thomas Scientific Search Results Webpage
(available at
https://www.thomassci.com/search/go?p=Q&lbc=thomassci&uid=268162821&ts=custom&w=fl
ock&isort=score&method=and&view=list&AccountWelcomeMessage=Welcome%2c%20How%20May%20We%20Help%20You%3f&CartItemCount=0&Logge
dIn=0&ThomasDomain=www.thomassci.com&af=cat1%3aswabscovid19samplecollection));
Ex. 72 (Thomas Scientific – Miraclean Nasopharyngeal Specimen Collection Flocked Swab
(20A00G414 Mfr. No: MSC-96000) Invoice). As discussed above, Miraclean is located in
China.
78.

In addition, Thomas Scientific offers for sale flocked swabs manufactured

by NEST. Id. As discussed above, NEST is located in China. See, e.g., Ex. 80 at 7 (Thomas
Scientific – NEST Disposable Sampler Product Specifications Webpage (available at
https://www.thomassci.com/FetchFile.ashx?id=73afe7af-44cb-4fba-84a4-d544d5749bf9) (listing
the manufacturer address in China)).
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79.

Thomas Scientific also offers for sale and does sell the MedSchenker

CavSwab. See Ex. 74 (Thomas Scientific - MedSchenker™ CavSwab™ (20A00U792 Mfr. No:
20A00U792) Invoice). Ostensibly, as discussed above, the MedSchenker CavSwab is made by
Vectornate, a Korean corporation. While the CavSwab peel pouch only mentions that the
product is made in Korea, without identifying a manufacturer, on information and belief
Vectornate is also the manufacturer of the CavSwab. See Ex. 5 (Sterile CavSwabs –
Medschenker Nasopharyngeal Webpage (available at https://medschenker.com/sterilecavswabs/)).
80.

As another example, Thomas Scientific offers for sale and does sell the

iClean flocked swab. See Ex. 6 (Thomas Scientific Search Results Webpage (available at
https://www.thomassci.com/search/go?p=Q&lbc=thomassci&uid=268162821&ts=custom&w=fl
ock&isort=score&method=and&view=list&AccountWelcomeMessage=Welcome%2c%20How%20May%20We%20Help%20You%3f&CartItemCount=0&Logge
dIn=0&ThomasDomain=www.thomassci.com&af=cat1%3aswabscovid19samplecollection));
Ex. 73 (Thomas Scientific - iClean Flocked Swab (20A00V170 Mrf. No: CY-96000) Invoice).
The Thomas Scientific website indicates that an entity named Supera is the source for the iClean
swabs, and indicates that the “brand” is Huachenyang (i.e. HCY). See, e.g., Ex. 10 (Thomas
Scientific –iClean Swabs Webpage (available at https://www.thomassci.com/MolecularDiagnostics/Collection/Swabs/_/iClean-Swabs?q=flock)). However, as discussed above, Copan
believes that Huanchenyang (HCY) is the manufacturer of the iClean swab. Copan has been
unable to determine what Supera is or how this entity relates to the iClean flocked swabs, as the
only references to Supera that Copan has been able to locate are from Thomas Scientific.
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b. Stellar Scientific, LLC
81.

On information and belief, Stellar Scientific, LLC (“Stellar Scientific”) is

a Maryland limited liability company with a principal place of business at 40 New Plant Ct,
Owings Mills, Maryland 21117-4356.
82.

According to the Stellar Scientific website, Stellar Scientific is “a family-

owned business [that] is passionate about serving the scientific community,” and “offer just a
modest catalog of the plastic/glass consumables you use every day and the equipment that is
found in most research laboratories, hospitals, clinics, pharma and biotech companies.” Ex. 30
(Stellar Scientific - Home Page - About Us Webpage (available at
https://www.stellarscientific.com/)). To that end, Stellar Scientific offers a wide range of
products to assist with biological testing and free shipping on orders over two hundred dollars.
Id.
83.

Among Stellar Scientific’s product offerings are numerous infringing

flocked swabs and kits containing flocked swabs. On information and belief, the flocked swabs
and kits containing flocked swabs that Stellar Scientific offers for sale on its website are made
abroad, in various locations. On information and belief, Stellar Scientific offers these products
for sale in the United States and does sell them in the United States. See Ex. 71 (Stellar
Scientific – NEST Scientific Nasopharyngeal Specimen Collection (NST-202004-PK) Invoice).
84.

For example, Stellar Scientific offers nasopharyngeal flocked swabs from

NEST. See, e.g., Ex. 14 (Stellar Scientific NEST Scientific COVID-19 Collection Kit Webpage
(available at https://www.stellarscientific.com/nest-scientific-5ml-sterile-screw-cap-transporttube-with-1-2ml-0-85-saline-solution-and-sterile-individually-wrapped-oropharyngealcollection-swab-50-vials-and-50-swabs/)). As discussed above, NEST is located in China.
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85.

As another example, Stellar Scientific offers iClean branded flocked

swabs for sale. See Ex. 24 (Stellar Scientific Flocked, Individually Wrapped, Sterile Oral Swab
for COVID-19 Testing Webpage (available at https://www.stellarscientific.com/flockedindividually-wrapped-sterile-oral-swab-for-covid-19-testing-100-swabs-ready-to-ship/)). As
discussed above, iClean flocked swabs appear to be manufactured by HCY, which is located in
Shenzen, China.
86.

Stellar Scientific also offers for sale the MedSchenker CavSwab. See Ex.

31 (Stellar Scientific - Medschenker Individually Wrapped Sterile Webpage (available at
https://www.stellarscientific.com/medschenker-individually-wrapped-sterile-flocked-nylonnasal-swab-with-101mm-break-point-and-ribbed-shaft-100-pk/)). Ostensibly, as discussed
above, the MedSchenker CavSwab is made by Vectornate, a Korean corporation. While the
CavSwab peel pouch only mentions that the product is made in Korea, without identifying a
manufacturer. On information and belief, Vectornate is also the manufacturer of the CavSwab.
See Ex. 5 (Sterile CavSwabs – Medschenker Nasopharyngeal Webpage (available at
https://medschenker.com/sterile-cavswabs/)).
c. Cardinal Health, Inc.
87.

On information and belief, Cardinal Health Inc. (“Cardinal Health”) is an

Ohio corporation with a principal place of business at 7000 Cardinal Pl, Dublin, Ohio 430171091.
88.

According to the Cardinal Health website, Cardinal Health is “a distributor

of pharmaceuticals, a global manufacturer and distributor of medical and laboratory products,
and a provider of performance and data solutions for healthcare facilities.” Ex. 40 (Cardinal
Health - About Us Webpage (available at https://www.cardinalhealth.com/en/about-us.html)).
To that end, Cardinal Health offers a wide range of products to assist with biological testing. Id.
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89.

Among Cardinal Health’s product offerings are numerous infringing

flocked swabs, including at least IPB’s SteriFlock™ Sterilized Flocked Collection Swabs
(NP/OP). See Ex. 77 (Cardinal Health – IPB SteriFlock™ Sterilized Flocked Collection Swabs
(NP/OP) Product Webpage (available at https://www.cardinalhealth.com/en/productsolutions/medical/laboratory-products/microbiology/nasopharyngeal-and-oropharyngeal-swabspecimen-collection/steriflock-sterilized-flocked-collection-swabs-np-op.html)). On information
and belief, the flocked swabs that Cardinal Health offers for sale on its website are made in
China. Id. See also Ex. 75 (IPB - SteriFlock Nasopharyngeal Swab Invoice); Ex. 76 (IPB –
SteriFlock Trademark Registration No. 6,310,655).
90.

On information and belief, Cardinal Health offers these products for sale

in the United States and does sell them in the United States. Id.
d. Ksl Biomedical, Inc. and Ksl Diagnostics, Inc.
91.

On information and belief, Ksl Biomedical, Inc. is a Delaware corporation

with a principal place of business at 1000 Youngs Rd, Ste 210, Williamsville, New York 142212644.
92.

On information and belief, Ksl Diagnostics, Inc. is a Delaware corporation

with a principal place of business at 1000 Youngs Rd, Ste 207, Williamsville, New York 142212644. These entities are collectively referred to herein as “Ksl.”
93.

On information and belief, Ksl specializes in translational medicine

impacting immunology, oncology, genomics, and offers products to assist in biological testing,
such as COVID-19 specimen collection kits. See Ex. 16 (Ksl – Home Page (available at
https://www.kslbiomedical.com/)).
94.

On information and belief, Ksl’s product offerings include infringing

flocked swabs and kits containing flocked swabs manufactured by, for example, Jiangsu. See
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Ex. 15 (Ksl – Viral Transport Media (VTM) with Swab Webpage (available at https://0410df9b1c8d-4b83-9b1de1366dca0897.filesusr.com/ugd/fc7122_18cf7172b4c542a08e68f6bff238374e.pdf)). On
information and belief, the flocked swabs and kits containing flocked swabs that Ksl offers for
sale on its website are made abroad by Jiangsu. Id.
95.

On information and belief, Ksl offers the Jiangsu products for sale in the

United States and does sell them in the United States:

See Ex. 17 (Ksl Disposable Swabs Image, 52014: KSL NP/OP Swab; Lot Number
202000710JZ); Ex. 15 (Ksl – Viral Transport Media (VTM) with Swab (available at
https://0410df9b-1c8d-4b83-9b1de1366dca0897.filesusr.com/ugd/fc7122_18cf7172b4c542a08e68f6bff238374e.pdf)); Ex. 66 (Ksl
– KSL NP-OP Swab Invoice, 52014: KSL NP/OP Swab; Lot Number 202000710JZ).
e. No Borders Dental Resources, Inc. dba MediDent Supplies
96.

On information and belief, No Borders Dental Resources, Inc. dba

MediDent Supplies (“MediDent Supplies”) is an Arizona corporation with a principal place of
business at 18716 E Old Beau Trl, Queen Creek, Arizona 85142-3522.
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97.

MediDent Supplies is primarily engaged in the wholesale distribution of

surgical and medical equipment to medical/dental professionals, first responders, government
agencies and consumers around the globe. See Ex. 25 (MediDent Supplies – About Webpage
(available at https://medidentsupplies.com/about/)).
98.

MediDent Supplies’ product offerings include infringing flocked swabs

and kits containing flocked swabs made by BioTeke. See Ex. 32 (MediDent Supplies - BioTeke
Viral Collection Swab and VTM Transport Tube Kit Webpage (available at
https://medidentsupplies.com/product/bioteke-viral-collection-and-transport-kit-50-per-boxsterile-flocked-swabs-with-viral-transport-medium-tube/)).
99.

On information and belief, the BioTeke flocked swabs and kits containing

flocked swabs that MediDent Supplies offers for sale on its website are made abroad. Id.; see
also Ex. 35 (MediDent Supplies – Product Documentation for the BioTeke Viral Collection and
Transport System Webpage (available at
https://drive.google.com/drive/folders/1ZlZNn44m3aeEJRBECzSNI4gLNAWsziqd)).
100.

For example, MediDent Supplies offers BioTeke Viral Collection and

Transport System for sale. Id. On information and belief, BioTeke Viral Collection and
Transport System is manufactured in China. See, e.g., Ex. 35 (MediDent Supplies – Product
Documentation for the BioTeke Viral Collection and Transport System Webpage (available at
https://drive.google.com/drive/folders/1ZlZNn44m3aeEJRBECzSNI4gLNAWsziqd)).
101.

On information and belief, MediDent Supplies offers the BioTeke

products for sale in the United States and does sell them in the United States. See Ex. 36
(MediDent Supplies – Invoice for BioTeke Viral Collection Swab and VTM Transport Tube
Kit).
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f. Fosun Pharma USA Inc.
102.

On information and belief, Fosun Pharma USA Inc. (“Fosun Pharma”) is a

Delaware corporation with a principal place of business at 104 Carnegie Ctr, Ste 204, Princeton,
New Jersey 08540-6232.
103.

Fosun Pharma distributes specialty pharmaceutical injectables and other

medical consumable products. See Ex. 47 (Fosun Pharma – About Us Webpage (available at
https://fosunpharmausa.com/about-us/)). Fosun Pharma’s product offerings include infringing
flocked swabs and kits containing flocked swabs, as well as COVID-19 RT-PCR detection kits,
oropharyngeal swabs, phosphate buffered saline, and nucleic acid extraction reagent kits. See
Ex. 50 (Fosun Pharma – COVID-19 Products Webpage (available at
https://fosunpharmausa.com/covid19/pcr/)).
104.

On information and belief, the flocked swabs that Fosun Pharma offers for

sale on its website are made in China:

Ex. 64 (Fosun Pharma – Nasopharyngeal Swab Image) (annotated); see also Ex. 53 (Fosun
Pharma - Fosun Nasopharyngeal Swab-Instructions for Use (IFU) Webpage (available at
https://secureservercdn.net/198.71.233.150/d1z.126.myftpupload.com/wpcontent/uploads/2020/05/Fosun-A5-swab-ifu-4.30-v14.pdf)). While the source identifier
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indicates Fosun Pharma’s nasopharyngeal swabs are made in China, Copan has been unable to
identify from public sources what entity manufactures these swabs.
105.

On information and belief, Fosun Pharma offers these products for sale in

the United States and does sell them in the United States. See, e.g., Ex. 65 (Fosun Pharma –
Fosun Sterile Nasopharyngeal Swab Invoice).
g. VWR International, LLC
106.

On information and belief, VWR International LLC (“VWR”) is a

subsidiary of VWR Corporation, which is a subsidiary of Avantor Inc. VWR is a Delaware
corporation with a principal place of business at 100 W Matsonford Rd Ste 1, Radnor,
Pennsylvania, 19087-4565.
107.

According to the VWR website, “[a]s the delivery channel of Avantor®, a

Fortune 500 company, VWR provides access to mission-critical product and service solutions
across life sciences and other regulated industries, including: Pharmaceutical, biotechnology,
industrial, education, government, healthcare and advanced technologies.” Ex. 95 (VWR –
About us _ VWR Webpage (available at https://us.vwr.com/cms/about_vwr)). To that end,
VWR offers a wide range of products to assist with biological testing. Id.
108.

Among VWR’s product offerings are numerous infringing flocked swabs

and testing kits containing flocked swabs. On information and belief, the flocked swabs and
testing kits containing flocked swabs that VWR offers for sale on its website are made abroad, in
various locations, such as, China:
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Ex. 97 (VWR Swab – Image) (annotated). The source identifier indicates VWR’s
nasopharyngeal swabs are made in China, by an entity named Shanghai YouDing International
Trade Co., Ltd. However, VWR’s website indicates that this swab is provided by C&A
Scientific. See, e.g., Ex. 99 (VWR - Flocked Nasopharyngeal and Oropharyngeal Specimen
Swabs, C & A Scientific Webpage (available at
https://us.vwr.com/store/product/30990525/flocked-nasopharyngeal-and-oropharyngealspecimen-swabs-c-a-scientific)). As such, Copan has been unable to identify from public
sources what entity actually manufactures these swabs.
109.

On information and belief, VWR offers these products for sale in the

United States and does sell them in the United States. See, e.g., Ex. 96 (VWR – 76420-238
Swab Oropharyngeal Sterile Nyl Tip and 76420-240 Swab Nasopharyngeal St Nyl Tip –
Invoice).
h. Slmp, LLC dba StatLab Medical Products
110.

On information and belief, Slmp, LLC dba StatLab Medical Products

(“StatLab”) is a Delaware limited liability company with a principal place of business at 2090
Commerce Dr., McKinney, Texas, 75069-8203.
111.

StatLab is primarily engaged in the wholesale distribution of, among other

things, medical consumables, and “provides easy access to high-quality diagnostic supplies and
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equipment for laboratories around the world.” Ex. 107 (StatLab – About Webpage (available at
https://www.statlab.com/about)).
112.

Among StatLab’s product offerings are numerous infringing flocked

swabs, including Respondent Han Chang’s flocked swabs. See Ex. 103 (StatLab – Molecular
Testing Supplies Webpage (available at https://www.statlab.com/general-laboratory/moleculartesting.html) (advertising for sale the Han Chang COVID Specimen Collection, 2 Swab Set, 1
NP, 1 OP, Part No. HC-13257/2)).
113.

On information and belief, Han Chang is identifiable as the manufacturer

for certain flocked swabs sold and/or offered for sale by Respondent StatLab through the
manufacturer FDA-registration number provided. See, e.g., Ex. 101 (StatLab - COVID
Specimen Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC-13257/2 Image); Ex. 102 (Han
Chang – FDA Establishment Registration & Device Listing, Registration No. 3016831172
(available at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm)).
114.

On information and belief, certain flocked swabs that StatLab offers for

sale on its website are made in Korea. See Ex. 102 (Han Chang – FDA Establishment
Registration & Device Listing, Registration No. 3016831172 (available at
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm) (listing the manufacturer
address in South Korea)). On information and belief, StatLab offers these products for sale in
the United States and does sell them in the United States. See, e.g., Ex. 103 (StatLab –
Molecular Testing Supplies Webpage (available at https://www.statlab.com/generallaboratory/molecular-testing.html) (advertising for sale the Han Chang COVID Specimen
Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC-13257/2)).
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i. Avrio Genetics LLC dba Bio Testing Supplies
115.

On information and belief, Avrio Genetics LLC dba Bio Testing Supplies

(“Bio Testing Supplies”) is a Texas limited liability company with a principal place of business
at 3467 Trexler Blvd, Allentown, Pennsylvania, 18104-3432.
116.

On information and belief, Bio Testing Supplies is a unique team of

healthcare executives that play a critical role in supplying healthcare operations and others with
critical COVID-19 supplies and equipment. See Ex. 108 (Bio Testing Supplies – Who We Are
Webpage (available at https://biotestingsupplies.com/who-we-are/)).
117.

On information and belief, Bio Testing Supplies offers COVID-19 related

testing supplies, such as infringing flocked swabs, manufactured by Respondent Cleanmo. See
Ex. 106 (Bio Testing Supplies - Sterile Flocked Swabs – Cleanmo - Webpage (available at
https://biotestingsupplies.com/product/sterile-flocked-swabs/)).
118.

On information and belief, the flocked swabs that Bio Testing Supplies

offers for sale on its website are made in China. Id.; see also Ex. 109 (Bio Testing Supplies –
Cleanmo’s FDA Certificate of Medical Device Registration 2020 Webpage (available at
https://biotestingsupplies.com/wp-content/uploads/2020/08/FDA-Cert-1.pdf) (listing the
manufacturer address in China)).
119.

On information and belief, Bio Testing Supplies offers these products for

sale in the United States and does sell them in the United States. Id.
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III.

THE PATENTS
120.

The Asserted Patents disclose novel swabs for collecting biological

specimens and methods for using these novel flocked swabs.2 Each of the Asserted Patents
shares a common disclosure and claims priority to the same application. Copan’s patented
flocked swabs, FLOQSwabs®, comprise a rod with a tip that can vary in size and shape for
different applications and uses, such as nasal or oral swabs for use in virology, or swabs for use
in crime scene forensics.
121.

Flocking is achieved through an electrostatic flocking process, in which

the short fibers are electrically charged and oriented, and propelled by an electrostatic field onto
the tip of the swab, so that the fibers are attached to the tip of the rod, and create a flocked layer.
See, e.g., “Copan’s Flocking Process,” available at
http://cdn2.copanusa.com/files/9914/4986/2620/Copan_Flocking_Process.pdf.
122.

In the electrostatic flocking process, the swab rod with adhesive on its tip

is inserted in the electrostatic field. A schematic visualization of this process is depicted below:

2

The non-technical description of the patented technology provided herein is provided solely for
compliance with the Commission Rules and is not intended to limit, define, or otherwise effect
the construction and/or application of any of the Asserted Patents.
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A.

The Asserted ’358 Patent
1.
123.

Ownership and Asserted Claims of the ’358 Patent

United States Patent No. 9,011,358 (“the ’358 Patent”) is entitled “Swab

for Collecting Biological Specimens” and issued on April 21, 2015 to inventor Daniele Triva.
The ’358 Patent issued from United States Patent Application No. 13/531,800 filed on June 5,
2012. The ’358 Patent expires on March 31, 2024. By way of assignment, Complainant Copan
Italia owns all rights, title, and interest to the ’358 Patent.
124.

The ’358 Patent has 24 claims, including four independent claims, (1),

(14), (23), and (24), and 20 dependent claims. Copan is asserting claims 1, 6-9, 11-13, 14, 1619, 21-22 of the ’358 Patent (the “Asserted ’358 Patent Claims”) against all Respondents.
125.

As required by Commission Rules 210.12(a)(9)(i)-(ii), certified copies of

the ’358 Patent and its assignment records are attached as Exhibits 1 (Certified Copy of ’358
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Patent), 58 (Certified Copy of Recorded Assignment as to U.S. Patent No. 9,011,358 - REEL028797 - FRAME-0998), and 59 (Certified Copy of Recorded Assignment as to U.S. Patent No.
9,011,358 - REEL-029090 - FRAME-0340). In accordance with Commission Rules
210.12(c)(1)-(2), Appendix A to this Complaint is a certified copy of the United States Patent
and Trademark Office prosecution history for the ’358 Patent. Appendix B includes each patent,
and applicable pages of each technical reference, mentioned in the prosecution history of
the ’358 Patent.
126.

All maintenance fees for the ’358 Patent have been timely paid, and there

are no fees currently due.
2.
127.

Licenses Relating to the ’358 Patent

Pursuant to Commission Rule 210.12(a)(9)(iii), Copan identifies the

licensees to the ’358 Patent in Exhibit 57C (Copan’s List of Licensees).
3.
128.

Non-Technical Description of the ’358 Patent

The ’358 Patent is directed toward swabs used for collecting biological

specimens and methods for using such swabs. Prior to the ’358 Patent, the trend in the industry
was to manufacture swabs by gluing a wad of fiber at the end of a rod. The wad of fiber had to
be sufficiently thick and rounded in order to protect the patient from any damage or irritation
during specimen collection. Despite certain benefits with the swabs from the prior art, they also
had drawbacks. For example, the thickness of the wad of fiber because of the hydrophilic nature
of the fiber leads to penetration of the liquid sample into the mass of the wad. When the sample
is released, part of the sample remains in the wad. On average only about 40% of a liquid
specimen could be collected in practice and be recovered for analysis.
129.

The inventor of the ’358 Patent observed that the performance of a swab

could be improved if all of the absorbed sample could be released for analysis. Traditional
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methods of manufacturing swabs by gluing a large wad of fiber to the end of a rod was designed
to protect the patient from the rod itself. There was a need for a swab that could release an entire
sample while protecting the patient.
130.

The swab covered by the ’358 Patent addresses these problems by

disclosing a swab for collecting biological specimens that is constructed by a flocking process
using a specific type of fiber (i.e. fiber with a fiber count of 1.7 to 3.3 dtex) cut to a specific
length. The flocking process deposits these short fibers onto the tip of a swab’s rod in an ordered
manner to create a flocked layer around the tip of the swab. In this way, the ’358 Patent enable
the creation of a swab that both protects the patient and releases a full sample.
B.

The Asserted ’779 Patent
1.
131.

Ownership and Asserted Claims of the ’779 Patent

United States Patent No. 9,173,779 (“the ’779 Patent”) is entitled “Swab

for Collecting Biological Specimens” and issued on November 3, 2015 to inventor Daniele
Triva. The ’779 Patent issued from United States Patent Application No. 13/899,394 filed on
May 21, 2013. The ’779 Patent expires on March 31, 2024. By way of assignment,
Complainant Copan Italia owns all rights, title, and interest to the ’779 Patent.
132.

The ’779 Patent has 25 claims, including two independent claims, (1) and

(13), and 23 dependent claims. Copan is asserting claims 1, 4-6, 8-9, 11-12, 13, 16-20, 22-24 of
the ’779 Patent (the “Asserted ’779 Patent Claims”) against all Respondents.
133.

As required by Commission Rules 210.12(a)(9)(i)-(ii), certified copies of

the ’779 Patent and its assignment records are attached as Exhibits 2 (Certified Copy of ’779
Patent), 60 (Certified Copy of Recorded Assignment as to U.S. Patent No 9,173,779 – Patent
REEL-032776 - FRAME-0285), and 61 (Certified Copy of Recorded Assignment as to U.S.
Patent No 9,173,779 - Patent REEL-032776 - FRAME-0375). In accordance with Commission
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Rules 210.12(c)(1)-(2), Appendix 3 to this Complaint includes one certified copy of the United
States Patent and Trademark Office prosecution history for the ’779 Patent. Appendix 4 includes
one copy of each patent, and applicable pages of each technical reference, mentioned in the
prosecution history of the ’779 Patent.
134.

All maintenance fees for the ’779 Patent have been timely paid, and there

are no fees currently due.
2.
135.

Licenses Relating to the ’779 Patent

Pursuant to Commission Rule 210.12(a)(9)(iii), Copan identifies the

licensees to the ’779 Patent in Exhibit 57C (Copan’s List of Licensees).
3.
136.

Non-Technical Description of the ’779 Patent

The ’779 Patent is directed toward swabs used for collecting biological

specimens and methods for using such swabs. Prior to the ’779 Patent, the trend in the industry
was to manufacture swabs by gluing a wad of fiber at the end of a rod. The wad of fiber had to
be sufficiently thick and rounded in order to protect the patient from any damage or irritation
during specimen collection. Despite certain benefits with the swabs from the prior art, they also
had drawbacks. For example, the thickness of the wad of fiber because of the hydrophilic nature
of the fiber leads to penetration of the liquid sample into the mass of the wad. When the sample
is released, part of the sample remains in the wad. On average only about 40% of a liquid
specimen could be collected in practice and be recovered for analysis.
137.

The inventor of the ’779 Patent observed that the performance of a swab

could be improved if all of the absorbed sample could be released for analysis. Traditional
methods of manufacturing swabs by gluing a large wad of fiber to the end of a rod was designed
to protect the patient from the rod itself. There was a need for a swab that could release an entire
sample while protecting the patient.
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138.

The swab covered by the ’779 Patent addresses these problems by

disclosing a swab for collecting biological specimens that is constructed by a flocking process
using a fiber cut to a specific length. The flocking process deposits these short fibers onto the tip
of a swab’s rod in an ordered manner to create a flocked layer around the tip of the swab. In this
way, the ’779 Patent enable the creation of a swab that both protects the patient and releases a
full sample.
C.

The Asserted ’741 Patent
1.
139.

Ownership and Asserted Claims of the ’741 Patent

United States Patent No. 10,327,741 (“the ’741 Patent”) is entitled “Swab

for Collecting Biological Specimens” and issued on June 25, 2019 to inventor Daniele Triva.
The ’741 Patent issued from United States Patent Application No. 14/858,792 filed on
September 8, 2015. The ’741 Patent expires on March 31, 2024 By way of assignment,
Complainant Copan Italia owns all rights, title, and interest to the ’741 Patent.
140.

The ’741 Patent has 21 claims, including two independent claims, (1) and

(18), and 19 dependent claims. Complainant is asserting claims 1, 3, 5, 7-10, 18, 20 of the ’741
Patent (the “Asserted ’741 Patent Claims”) against all Respondents.
141.

As required by Commission Rules 210.12(a)(9)(i)-(ii), certified copies of

the ’741 Patent and its assignment records are attached as Exhibits 3 (Certified Copy of ’741
Patent), 62 (Certified Copy of Recorded Assignment as to U.S. Patent No 10,327,741 - Patent
REEL-036643 - FRAME-0884), and 63 (Certified Copy of Recorded Assignment as to U.S.
Patent No 10,327,741 – Patent REEL-036644 - FRAME-0765). In accordance with Commission
Rules 210.12(c)(1)-(2), Appendix E to this Complaint includes a certified copy of the United
States Patent and Trademark Office prosecution history for the ’741 Patent. Appendix F
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includes each patent, and applicable pages of each technical reference, mentioned in the
prosecution history of the ’741 Patent.
142.

All maintenance fees for the ’741 Patent have been timely paid, and there

are no fees currently due.
2.
143.

Licenses Relating to the ’741 Patent

Pursuant to Commission Rule 210.12(a)(9)(iii), Copan identifies the

licensees to the ’741 Patent in Exhibit 57C (Copan’s List of Licensees).
3.
144.

Non-Technical Description of the ’741 Patent

The ’741 Patent is directed toward swabs used for collecting biological

specimens. Prior to the ’741 Patent, the trend in the industry was to manufacture swabs by
gluing a wad of fiber at the end of a rod. The wad of fiber had to be sufficiently thick and
rounded in order to protect the patient from any damage or irritation during specimen collection.
Despite certain benefits with the swabs from the prior art, they also had drawbacks. For
example, the thickness of the wad of fiber because of the hydrophilic nature of the fiber leads to
penetration of the liquid sample into the mass of the wad. When the sample is released, part of
the sample remains in the wad. On average only about 40% of a liquid specimen could be
collected in practice and be recovered for analysis.
145.

The inventor of the ’741 Patent observed that the performance of a swab

could be improved if all of the absorbed sample could be released for analysis. Traditional
methods of manufacturing swabs by gluing a large wad of fiber to the end of a rod was designed
to protect the patient from the rod itself. There was a need for a swab that could release an entire
sample while protecting the patient.
146.

The swab covered by the ’741 Patent addresses these problems by

disclosing a swab for collecting biological specimens that is constructed by a flocking process
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using a fiber cut to a specific length. The flocking process deposits these short fibers onto the tip
of a swab’s rod in an oriented manner to create a flocked layer around the tip of the swab. In this
way, the ’741 Patent enable the creation of a swab that both protects the patient and releases a
full sample.
D.

Foreign Counterparts to the Asserted Patents
147.

In accordance with Commission Rule 210.12(a)(9)(v), the Asserted

Patents claim priority to Italian Application MI2003A000643 which was filed on April 1, 2003.
The PCT application PCT/EP2004/003392, which was filed on March 31, 2004, and included
national phase filings in Australia, as 2004226798 and published on October 14, 2004; in New
Zealand as 541560, which was granted on January 7, 2010; in Canada as 2515205; in Europe as
EP04724556 and granted on May 18, 2007; and in Japan as 2006504927.
IV.

UNFAIR ACTS OF PROPOSED RESPONDENTS – PATENT INFRINGEMENT
AND IMPORTATION
148.

Respondents have engaged in unlawful and unfair acts including the

design, manufacture, importation, sale for importation, and/or sale within the United States after
importation, into the United States, of certain flocked swabs that infringe, directly, indirectly,
literally or under the doctrine of equivalents, the Asserted Patents. The table on paragraph 28,
supra, identifies which Respondents infringes each asserted claim of the Asserted Patents.
149.

Upon information and belief, the Accused Products, as listed herein,

directly and/or indirectly infringe, literally or under the doctrine of equivalents, at least the
Asserted Claims. Discovery may reveal that the Accused Products infringe additional claims of
the Asserted Patents. In addition, Copan anticipates that discovery may reveal that additional
products infringe the Asserted Patents, including but not limited to, unreleased products that will
become commercially available in the United States prior to the conclusion of this Investigation.
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A.

Patent Infringement by Han Chang
150.

On information and belief, Han Chang, either individually, or in

association with Respondent StatLab, imports into the United States, sells for importation, and/or
sells within the United States after importation at least the I-SWAB flocked swab. See infra ¶¶
190-93.
151.

Claim charts demonstrating that the I-SWAB flocked swab literally

infringes, directly and/or indirectly, or under the doctrine of equivalents, each of the Asserted
Patents are attached hereto as Exhibit 45 (StatLab-Han Chang Claim Charts for ’358, ’779,
and ’741 Patents).
B.

Patent Infringement by NEST
152.

On information and belief, NEST, either individually, or in association

with Respondents Thomas Scientific, and/or Stellar Scientific, imports into the United States,
sells for importation, and/or sells within the United States after importation at least the NEST
Nasopharyngeal Flocked Swab, model number 20A00G473 NST-202004 (alternatively coded as
20A00G473) and Oropharyngeal Specimen Collection Swab, model number NST-202003. See
infra ¶¶ 194-97.
153.

Claim charts demonstrating that the NEST Nasopharyngeal Flocked Swab

literally infringes, directly and/or indirectly, or under the doctrine of equivalents, each of the
Asserted Patents are attached hereto as Exhibit 46 (Stellar Scientific-NEST Claim Charts
for ’358, ’779, and ’741 Patents).
C.

Patent Infringement by Miraclean
154.

On information and belief, Miraclean, either individually, or in association

with Respondent Thomas Scientific, imports into the United States, sells for importation, and/or
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sells within the United States after importation at least the Miraclean Nasopharyngeal Flocked
Swab, model number 20A00G414. See infra ¶¶ 198-200.
155.

Claim charts demonstrating that the Miraclean Nasopharyngeal Flocked

Swab literally infringes, directly and/or indirectly, or under the doctrine of equivalents, each of
the Asserted Patents are attached hereto as Exhibit 48 (Thomas Scientific-Miraclean Claim
Charts for ’358, ’779, and ’741 Patents).
D.

Patent Infringement by HCY
156.

On information and belief, HCY, either individually, or in association with

Respondent Thomas Scientific imports into the United States, sells for importation, and/or sells
within the United States after importation at least the HCY Nasopharyngeal Flocked Swab,
model number CY-9600. See infra ¶¶ 201-03.
157.

Claim charts demonstrating that the HCY Nasopharyngeal Flocked Swab

literally infringes, directly and/or indirectly, or under the doctrine of equivalents, each of the
Asserted Patents are attached hereto as Exhibit 49 (Thomas Scientific-HCY iClean Claim Charts
for ’358, ’779, and ’741 Patents).
E.

Patent Infringement by Vectornate
158.

On information and belief, Vectornate, either individually, or in

association with Respondents Thomas Scientific, and/or Stellar Scientific, imports into the
United States, sells for importation, and/or sells within the United States after importation at least
the Vectornate Nasopharyngeal Flocked Cavswab™, model number AC1100. See infra ¶¶ 20406.
159.

Claim charts demonstrating that the Vectornate Nasopharyngeal Flocked

Cavswab™ literally infringes, directly and/or indirectly, or under the doctrine of equivalents,
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each of the Asserted Patents are attached hereto as Exhibit 51 (Thomas Scientific-VectornateMedSchenker Cav Swab Claim Charts for ’358, ’779, and ’741 Patents).
F.

Patent Infringement by IPB
160.

On information and belief, IPB, either individually, or in association with

Respondent Cardinal Health, imports into the United States, sells for importation, and/or sells
within the United States after importation at least the IPB Nasopharyngeal SteriFlock™ Flocked
Swab, part number 3450207. See infra ¶¶ 207-09.
161.

Claim charts demonstrating that the IPB Nasopharyngeal SteriFlock™

Flocked Swab literally infringes, directly and/or indirectly, or under the doctrine of equivalents,
each of the Asserted Patents are attached hereto as Exhibit 52 (Cardinal Health-IPB Claim Charts
for ’358, ’779, and ’741 Patents).
G.

Patent Infringement by Jiangsu
162.

On information and belief, Jiangsu, either individually, or in association

with Respondent Ksl, imports into the United States, sells for importation, and/or sells within the
United States after importation at least the Ksl Disposable Swab, 52014: KSL NP/OP Swab; Lot
Number 202000710JZ. See infra ¶¶ 210-12.
163.

Claim charts demonstrating that Ksl Disposable Swab (52014: KSL

NP/OP Swab; Lot Number 202000710JZ) literally infringes, directly and/or indirectly, or under
the doctrine of equivalents, each of the Asserted Patents are attached as Exhibit 82 (Ksl-Jiangsu
Claim Charts for ’358, ’779, and ’741 Patents).
H.

Patent Infringement by BioTeke
164.

On information and belief, BioTeke, either individually, or in association

with Respondent MediDent Supplies, imports into the United States, sells for importation, and/or
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sells within the United States after importation at least the BioTeke Viral Collection Swab and
VTM Transport Tube Kit. See infra ¶¶ 213-15.
165.

Claim charts demonstrating that BioTeke Viral Collection Swab and VTM

Transport Tube Kit literally infringes, directly and/or indirectly, or under the doctrine of
equivalents, each of the Asserted Patents are attached as Exhibit 54 (MediDent SuppliesBioTeke Claim Charts for ’358, ’779, and ’741 Patents).
I.

Patent Infringement by Hunan Runmei
166.

On information and belief, Hunan Runmei, either individually, or in

association with others, imports into the United States, sells for importation, and/or sells within
the United States after importation at least the RMD-D-A1001 Single-use samplers. See infra ¶¶
216-18.
167.

Claim charts demonstrating that the RMD-D-A1001 Single-use samplers

literally infringes, directly and/or indirectly, or under the doctrine of equivalents, each of the
Asserted Patents are attached as Exhibit 83 (Hunan Runmei Claim Charts for ’358, ’779,
and ’741 Patents).
J.

Patent Infringement by Cleanmo
168.

On information and belief, Cleanmo, either individually, or in association

with Respondent Bio Test Supplies, imports into the United States, sells for importation, and/or
sells within the United States after importation at least the Cleanmo Nasopharyngeal flocked
swab, model number CM-FS913. See infra ¶¶ 219-21.
169.

Claim charts demonstrating that the Cleanmo Nasopharyngeal flocked

swab, model number CM-FS913 literally infringes, directly and/or indirectly, or under the
doctrine of equivalents, each of the Asserted Patents are attached as Exhibit 110 (Bio Testing
Supplies - Cleanmo Claim Charts for ’358, ’779, and ’741 Patents).
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K.

Patent Infringement by Thomas Scientific
170.

On information and belief, Thomas Scientific, either individually, or in

association with Respondents HCY, Vectornate, NEST, and/or Miraclean, imports into the
United States, sells for importation, and/or sells within the United States after importation at least
the HCY Nasopharyngeal Flocked Swab, model number CY-9600, the iClean flocked swabs,
Vectornate Nasopharyngeal Flocked Cavswab™, model number AC1100, the NEST
Nasopharyngeal Flocked Swab, model number 20A00G473, and/or the Miraclean
Nasopharyngeal Flocked Swab, model number 20A00G414. See infra ¶¶ 222-24.
171.

Thomas Scientific literally infringes, directly and/or indirectly, or under

the doctrine of equivalents, each of the Asserted Patents through its importation or sale after
importation of flocked swabs such as the flocked swabs available for sale through Thomas
Scientific that are manufactured by Respondents HCY, Vectornate, NEST, and Miraclean. See,
e.g., Ex. 46 (Stellar Scientific-NEST Claim Charts for ’358, ’779, and ’741 Patents); Ex. 48
(Thomas Scientific-Miraclean Claim Charts for ’358, ’779, and ’741 Patents); Ex. 49 (Thomas
Scientific-HCY iClean Claim Charts for ’358, ’779, and ’741 Patents); Ex. 51 (Thomas
Scientific-Vectornate-MedSchenker CavSwab Claim Charts for ’358, ’779, and ’741 Patents).
L.

Patent Infringement by Stellar Scientific
172.

On information and belief, Stellar Scientific, either individually, or in

association with Respondents Vectornate, and/or NEST imports into the United States, sells for
importation, and/or sells within the United States after importation at least the
MedSchenker/Vectornate Nasopharyngeal Flocked Cavswab™, model number AC1100, and/or
the NEST Nasopharyngeal Flocked Swab, model number 20A00G473. See infra ¶¶ 225-27.
173.

Stellar Scientific literally infringes, directly and/or indirectly, or under the

doctrine of equivalents, each of the Asserted Patents through its importation or sale after
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importation of flocked swabs such as the flocked swabs available for sale through Stellar
Scientific that are manufactured by Respondents Vectornate and NEST. See, e.g., Ex. 46 (Stellar
Scientific-NEST Claim Chart for ’358, ’779, and ’741 Patents); Ex. 51 (Thomas ScientificVectornate-MedSchenker CavSwab Claim Charts for ’358, ’779, and ’741 Patents).
M.

Patent Infringement by Cardinal Health
174.

On information and belief, Cardinal Health, either individually, or in

association with Respondent IPB, imports into the United States, sells for importation, and/or
sells within the United States after importation at least the IPB Nasopharyngeal SteriFlock™
Flocked Swab. See infra ¶¶ 228-30.
175.

Cardinal Health literally infringes, directly and/or indirectly, or under the

doctrine of equivalents, each of the Asserted Patents through its importation or sale after
importation of flocked swabs such as the flocked swabs available for sale through Cardinal
Health that are manufactured by Respondent IPB. See, e.g., Ex. 52 (Cardinal Health- IPB Claim
Charts for ’358, ’779, and ’741 Patents).
N.

Patent Infringement by Ksl
176.

On information and belief, Ksl, either individually, or in association with

Respondent Jiangsu, imports into the United States, sells for importation, and/or sells within the
United States after importation at least the Ksl Disposable Swab, 52014: KSL NP/OP Swab; Lot
Number 202000710JZ. See infra ¶¶ 231-33.
177.

Ksl literally infringes, directly and/or indirectly, or under the doctrine of

equivalents, each of the Asserted Patents through its importation or sale after importation of
flocked swabs such as the flocked swabs available for sale through Ksl that are manufactured by
Respondent Jiangsu. See, e.g., Ex. 82 (Ksl-Jiangsu Claim Charts for ’358, ’779, and ’741
Patents).
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O.

Patent Infringement by MediDent Supplies
178.

On information and belief, MediDent Supplies, either individually, or in

association with Respondent BioTeke, imports into the United States, sells for importation,
and/or sells within the United States after importation at least the BioTeke Viral Collection Swab
and VTM Transport Tube Kit. See infra ¶¶ 234-36.
179.

MediDent Supplies literally infringes, directly and/or indirectly, or under

the doctrine of equivalents, each of the Asserted Patents through its importation or sale after
importation of flocked swabs such as the flocked swabs available for sale through MediDent
Supplies that are manufactured by Respondent BioTeke. See, e.g., Ex. 54 (MediDent SuppliesBioTeke Claim Charts for ’358, ’779 and ’741 Patents).
P.

Patent Infringement by Fosun Pharma
180.

On information and belief, Fosun Pharma, either individually, or in

association with others, imports into the United States, sells for importation, and/or sells within
the United States after importation at least the Fosun Sterile Nasopharyngeal Swab. See infra ¶¶
237-39.
181.

Claim charts demonstrating that the Fosun Sterile Nasopharyngeal Swab

literally infringes, directly and/or indirectly, or under the doctrine of equivalents, each of the
Asserted Patents are attached as Exhibit 84 (Fosun Pharma Claim Charts for ’358, ’779, and ’741
Patents).
Q.

Patent Infringement by VWR
182.

On information and belief, VWR, either individually, or in association

with others, imports into the United States, sells for importation, and/or sells within the United
States after importation at least the VWR Nasopharyngeal Flocked Swab. See infra ¶¶ 240-42.
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183.

Claim charts demonstrating that VWR Nasopharyngeal Flocked Swab

literally infringes, directly and/or indirectly, or under the doctrine of equivalents, each of the
Asserted Patents, are attached as Exhibit 98 (VWR – Claim Charts for ’358, ’779 and ’741
Patents).
R.

Patent Infringement by StatLab
184.

On information and belief, StatLab, either individually, or in association

with Respondent Han Chang, imports into the United States, sells for importation, and/or sells
within the United States after importation at least the StatLab I-SWAB COVID Specimen
Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC-13257/2. See infra ¶¶ 243-45.
185.

Claim charts demonstrating that the StatLab I-SWAB COVID Specimen

Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC-13257/2 literally infringes, directly and/or
indirectly, or under the doctrine of equivalents, each of the Asserted Patents, attached as Exhibit
45 (StatLab-Han Chang Claim Charts for ’358, ’779, and ’741 Patents.
S.

Patent Infringement by Bio Testing Supplies
186.

On information and belief, Bio Testing Supplies, either individually, or in

association with Respondent Cleanmo, imports into the United States, sells for importation,
and/or sells within the United States after importation at least the Cleanmo Nasopharyngeal
flocked swab, model number CM-FS913. See infra ¶¶ 246-48.
187.

Claim charts demonstrating that the Cleanmo Nasopharyngeal Flocked

Swab model number CM-FS913 literally infringes, directly and/or indirectly, or under the
doctrine of equivalents, each of the Asserted Patents, attached as Exhibit 110 (Bio Testing
Supplies - Cleanmo Claim Charts for ’358, ’779, and ’741 Patents).
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V.

SPECIFIC ACTS OF UNFAIR IMPORTATION AND SALE
188.

On information and belief, Respondents will continue importing, selling

for importation, and/or selling within the United States after importation flocked swabs that
infringe one or more of the Asserted Patents, in violation of Section 337.
189.

Copan has obtained in the United States, or attempted to obtain,

representative samples of at least one infringing flocked swab from each Respondent. Specific,
exemplary instances of importation, sale for importation, and/or sale within the United States
after importation of infringing flocked swabs by Respondents are summarized below. However,
due to the nature of sales of the Accused Products, only authorized purchasers may purchase the
Accused Products from certain sellers. Specifically, purchasers are restricted to healthcare
providers such as hospitals, urgent care centers, doctor’s offices, and the like. As such, acquiring
representative samples of each Accused Product is not always possible, despite the fact that
every product identified in this Complaint is explicitly offered for sale in the United States. In
this Complaint, Copan identifies certain flocked swabs and kits containing flocked swabs that
Copan was able to acquire, in addition to flocked swabs and kits containing flocked swabs that
are offered for sale into the United States. Therefore, Copan reserves its right to amend the
Complaint to add additional Respondents as discovery progresses and more information comes
to light.
A.

Importation and Sale by Han Chang
190.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the StatLab I-SWAB COVID Specimen Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC13257/2, are imported, sold for importation, and/or sold within the United States after
importation by, or on behalf of, Han Chang, either individually, or in association with distributor
StatLab.
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191.

On information and belief, Han Chang manufactures and sells for

importation into the United States flocked swabs and kits containing flocked swabs.
192.

On information and belief, Han Chang, either directly or indirectly

through third parties, in association with distributor StatLab (and potentially others), sells and
offers for sale in the United States, flocked swabs either individually or in association with VTM
kits manufactured by Han Chang.
193.

The Accused Products are labeled as made in Korea and available for

purchase in the United States, further demonstrating that Han Chang’s products are imported.
See, e.g., Ex. 101 (StatLab - COVID Specimen Collection, 2 Swab Set, 1 NP, 1 OP, Part No.
HC-13257/2 Image); Ex. 102 (Han Chang – FDA Establishment Registration & Device Listing,
Registration No. 3016831172 (available at
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm) (listing the manufacturer
address in South Korea)); Ex. 103 (StatLab – Molecular Testing Supplies Webpage (available at
https://www.statlab.com/general-laboratory/molecular-testing.html) (advertising for sale the Han
Chang COVID Specimen Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC-13257/2)). While
Copan was not able to acquire any Han Chang products, they are available for purchase in the
United States from StatLab. Id.
B.

Importation and Sale by NEST
194.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the NEST Nasopharyngeal Flocked Swab, model number 20A00G473, are imported, sold for
importation, and/or sold within the United States after importation by, or on behalf of, NEST,
either individually, or in association with distributors, such as Respondents Thomas Scientific,
and/or Stellar Scientific. See, e.g., Ex. 71 (Stellar Scientific – NEST Scientific Nasopharyngeal
Specimen Collection (NST-202004-PK) Invoice).
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195.

On information and belief, NEST manufactures and sells for importation

into the United States Nasopharyngeal Flocked Swabs and other flocked swabs and kits
containing flocked swabs. See Ex. 14 (Stellar Scientific NEST Scientific COVID-19 Collection
Kit Webpage (available at https://www.stellarscientific.com/nest-scientific-5ml-sterile-screwcap-transport-tube-with-1-2ml-0-85-saline-solution-and-sterile-individually-wrappedoropharyngeal-collection-swab-50-vials-and-50-swabs/)); Ex. 71 (Stellar Scientific – NEST
Scientific Nasopharyngeal Specimen Collection (NST-202004-PK) Invoice); Ex. 79 (Thomas
Scientific – NEST Disposable Samplers with VTM (Viral Transport Medium) with Phenol Red
Webpage (available at https://www.thomassci.com/Covid-19/Sample-Collection-Supplies/BulkTransport-Media/_/Nest-Scientific-VTM-Viral-Transport-Medium-DisposableSamplers?q=Nest%20Nasal%20Swab)).
196.

On information and belief, NEST, either directly or indirectly through

third parties, in association with at least Respondents Thomas Scientific, and/or Stellar
Scientific, sells and offers for sale in the United States, Nasopharyngeal Flocked Swabs, or other
flocked swabs, either individually or in association with kits manufactured by NEST. Id.
197.

On information and belief, the Accused Products are manufactured in

China and available for purchase in the United States, further demonstrating that NEST’s
products are imported. See Ex. 80 at 7 (Thomas Scientific – NEST Disposable Sampler Product
Specifications Webpage (available at https://www.thomassci.com/FetchFile.ashx?id=73afe7af44cb-4fba-84a4-d544d5749bf9) (listing the manufacturer address in China)); see also Ex. 13
(Wuxi NEST – Disposable Sampler Webpage (available at http://www.cellnest.com/page94?_l=en&product_id=725)); Ex. 14 (Stellar Scientific NEST Scientific COVID19 Collection Kit Webpage (available at https://www.stellarscientific.com/nest-scientific-5ml-
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sterile-screw-cap-transport-tube-with-1-2ml-0-85-saline-solution-and-sterile-individuallywrapped-oropharyngeal-collection-swab-50-vials-and-50-swabs/)).
C.

Importation and Sale by Miraclean
198.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the Miraclean Nasopharyngeal Flocked Swab, model number 20A00G414, are imported, sold for
importation, and/or sold within the United States after importation by, or on behalf of, Miraclean,
either individually, or in association with Respondent Thomas Scientific. See, e.g., Ex. 20
(Thomas Scientific Miraclean Swabs Webpage (available at
https://www.thomassci.com/Molecular-Diagnostics/Collection/Swabs/_/Specimen-CollectionSwabs?q=*)); Ex. 72 (Thomas Scientific – Miraclean Nasopharyngeal Specimen Collection
Flocked Swab (20A00G414 Mfr. No: MSC-96000) Invoice).
199.

On information and belief, Miraclean, either directly or indirectly through

third parties, in association with at least Respondent Thomas Scientific, sells and offers for sale
in the United States, laboratory consumables such as VTMs, swabs, kits, DNA testing kits that
contain flocked swabs, and others, either individually or in association with other products
manufactured by Miraclean. Id.
200.

On information and belief, the Accused Products are manufactured in

China and available for purchase in the United States, further demonstrating that Miraclean’s
products are imported. See Ex. 18 (Miraclean MSC-93050 Laryngopharyngeal Flocked Swab
Webpage (available at https://www.mantacc.com/msc-93050-laryngopharyngeal-samplingflocked-swab-15936866160874313.html)); Ex. 19 (Miraclean MSC-93050D Oropharyngeal
Sampling Swab Webpage (available at https://www.mantacc.com/msc-93050d-oropharyngealsampling-swab805794-15952066689647348.html)); Ex. 20 (Thomas Scientific Miraclean Swabs
Webpage (available at https://www.thomassci.com/Molecular60

Diagnostics/Collection/Swabs/_/Specimen-Collection-Swabs?q=*)); Ex. 22 (Miraclean EC
Certification).
D.

Importation and Sale by HCY
201.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the HCY Nasopharyngeal Flocked Swab, model number CY-9600, are imported, sold for
importation, and/or sold within the United States after importation by, or on behalf of, HCY,
either individually, or in association with Respondents Thomas Scientific, and/or Stellar
Scientific. See, e.g., Ex. 10 (Thomas Scientific –iClean Swabs Webpage (available at
https://www.thomassci.com/Molecular-Diagnostics/Collection/Swabs/_/iCleanSwabs?q=flock)); Ex. 73 (Thomas Scientific - iClean Flocked Swab (20A00V170 Mrf. No: CY96000) Invoice); Ex. 24 (Stellar Scientific Flocked, Individually Wrapped, Sterile Oral Swab for
COVID-19 Testing Webpage (available at https://www.stellarscientific.com/flockedindividually-wrapped-sterile-oral-swab-for-covid-19-testing-100-swabs-ready-to-ship/)).
202.

On information and belief, HCY, either directly or indirectly through third

parties, in association with at least Respondents Thomas Scientific, and/or Stellar Scientific, sells
and offers for sale in the United States, iClean flocked swabs, medical consumables in medical
swab, sample collection kit, viral transport medium, DNA test kit, and others, either individually
or in association with other products manufactured by HCY. Id. Furthermore, HCY’s “iclean”
trademark is further evidence of HCY’s intent to manufacture, import, offer for sale, and/or sell
infringing flocked swabs and kits containing flocked swabs in the United States. See Ex. 33
(HCY – iclean Trademark Registration No. 5,606,274).
203.

On information and belief, the Accused Products are manufactured in

China and available for purchase in the United States, further demonstrating that HCY’s products
are imported. See Ex. 23 (HCY iClean Nasopharyngeal Flocked Swab Webpage (available at
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https://www.chenyanglobal.com/nasopharyngeal-sampling-swab/)); Ex. 10 (Thomas Scientific –
iClean Swabs Webpage (available at https://www.thomassci.com/MolecularDiagnostics/Collection/Swabs/_/iClean-Swabs?q=flock)); Ex. 24 (Stellar Scientific Flocked,
Individually Wrapped, Sterile Oral Swab for COVID-19 Testing Webpage(available at
https://www.stellarscientific.com/flocked-individually-wrapped-sterile-oral-swab-for-covid-19testing-100-swabs-ready-to-ship/)).
E.

Importation and Sale by Vectornate
204.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the Vectornate Nasopharyngeal Flocked Cavswab™, model number AC1100, are imported, sold
for importation, and/or sold within the United States after importation by, or on behalf of,
Vectornate, either individually, or in association with Respondents Thomas Scientific, and/or
Stellar Scientific. See, e.g., Ex. 27 (CavSwab Nasopharyngeal – Medschenker Webpage
(available at https://medschenker.com/products/cavswab-nasopharyngeal/)); Ex. 6 (Thomas
Scientific Search Results Webpage (available at
https://www.thomassci.com/search/go?p=Q&lbc=thomassci&uid=268162821&ts=custom&w=fl
ock&isort=score&method=and&view=list&AccountWelcomeMessage=Welcome%2c%20How%20May%20We%20Help%20You%3f&CartItemCount=0&Logge
dIn=0&ThomasDomain=www.thomassci.com&af=cat1%3aswabscovid19samplecollection));
Ex. 74 (Thomas Scientific CavSwab (20A00U792 Mfr. No: 20A00U792) Invoice)).
205.

On information and belief, Vectornate, either directly or indirectly through

third parties, in association with Respondents Thomas Scientific, and/or Stellar Scientific (and
potentially others), sells and offers for sale in the United States, medical consumables such as
vials, swabs, flocked swabs, including but not limited to the CavSwab Nasopharyngeal –
Medschenker line of flocked swabs, transport media, and kits containing flocked swabs, either
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individually or in association with other products manufactured by Vectornate. Id. Moreover,
Vectornate’s “CavSwab” trademark is further evidence of Vectornate’s intent to manufacture,
import, offer for sale and/or sell infringing flocked swabs and kits containing flocked swabs in
the United States. See Ex. 78 (Vectornate-MedSchenker – CavSwab Trademark Application
Serial No. 90-624,273).
206.

On information and belief, the Accused Products are manufactured in

Korea and available for purchase in the United States, further demonstrating that Vectornate’s
products are imported. See Ex. 27 (CavSwab Nasopharyngeal – Medschenker Webpage
(available at https://medschenker.com/products/cavswab-nasopharyngeal/)); Ex. 28 (Smart
Collection System – Medschenker Webpage (available at
https://medschenker.com/products/smart-collection-system/)); Ex. 6 (Thomas Scientific Search
Results Webpage (available at
https://www.thomassci.com/search/go?p=Q&lbc=thomassci&uid=268162821&ts=custom&w=fl
ock&isort=score&method=and&view=list&AccountWelcomeMessage=Welcome%2c%20How
%20May%20We%20Help%20You%3f&CartItemCount=0&LoggedIn=0&ThomasDomain=ww
w.thomassci.com&af=cat1%3aswabscovid19samplecollection)); Ex. 29 (Swabs and Transport
Media for COVID-19_ In Stock Now, Ready Webpage (available at
https://www.rapidmicrobiology.com/news/swabs-and-transport-media-for-covid-19-in-stocknow-ready-to-ship)).
F.

Importation and Sale by IPB
207.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the IPB Nasopharyngeal SteriFlock™ swab, part number 3450207, are imported, sold for
importation, and/or sold within the United States after importation by, or on behalf of, IPB,
either individually, or in association with Respondent Cardinal Health. See, e.g., Ex. 81 (IPB –
63

IPB COVID-19 Testing Products Webpage (available at
https://www.innovativeproductbrands.com/covid-19)); Ex. 75 (IPB - SteriFlock Nasopharyngeal
Swab Invoice).
208.

On information and belief, IPB, either directly or indirectly through third

parties, in association with at least Respondent Cardinal Health sells and offers for sale in the
United States, flocked swabs and kits containing flocked swabs, either individually or in
association with other products manufactured by IPB. Id. And, IPB’s “SteriFlock” trademark is
further evidence of IPB’s intent to manufacture, import, offer for sale and/or sell infringing
flocked swabs and kits containing flocked swabs in the United States. See Ex. 76 (IPB –
SteriFlock Trademark Registration No. 6,310,655).
209.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that IPB’s
products are imported. See Ex. 38 (IPB – About Us Webpage (available at
https://www.innovativeproductbrands.com/about)).
G.

Importation and Sale by Jiangsu
210.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the Ksl Disposable Swabs and/or Ksl – Viral Transport Media (VTM) with Swab, are imported,
sold for importation, and/or sold within the United States after importation by, or on behalf of,
Jiangsu, either individually, or in association with Respondent Ksl. See, e.g., Ex. 15 (Ksl – Viral
Transport Media (VTM) with Swab Webpage (available at https://0410df9b-1c8d-4b83-9b1de1366dca0897.filesusr.com/ugd/fc7122_18cf7172b4c542a08e68f6bff238374e.pdf)); Ex. 17 (Ksl
Disposable Swabs Image, 52014: KSL NP/OP Swab; Lot Number 202000710JZ).
211.

On information and belief, Jiangsu, either directly or indirectly through

third parties, in association with at least Respondent Ksl, sells and offers for sale in the United
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States, flocked swabs and kits containing flocked swabs, either individually or in association
with other products manufactured by Jiangsu. Id.
212.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that Jiangsu’s
products are imported. Id.
H.

Importation and Sale by BioTeke
213.

Flocked swabs which infringe one or more of the Asserted Patents, such as

BioTeke’s Viral Collection Swab and VTM Transport Tube Kits, are imported, sold for
importation, and/or sold within the United States after importation by, or on behalf of, BioTeke,
either individually, or in association with Respondent MediDent Supplies. See, e.g., Ex. 32
(MediDent Supplies - BioTeke Viral Collection Swab and VTM Transport Tube Kit Webpage
(available at https://medidentsupplies.com/product/bioteke-viral-collection-and-transport-kit-50per-box-sterile-flocked-swabs-with-viral-transport-medium-tube/)); Ex. 35 (MediDent Supplies –
Product Documentation for the BioTeke Viral Collection and Transport System Webpage
(available at
https://drive.google.com/drive/folders/1ZlZNn44m3aeEJRBECzSNI4gLNAWsziqd)); Ex. 36
(MediDent Supplies – Invoice for BioTeke Viral Collection Swab and VTM Transport Tube
Kit).
214.

On information and belief, BioTeke, either directly or indirectly through

third parties, in association with at least Respondent MediDent Supplies, sells and offers for sale
in the United States, flocked swabs and kits containing flocked swabs, either individually or in
association with other products manufactured by BioTeke. Id.
215.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that BioTeke’s
65

products are imported. See Ex.35 (MediDent Supplies – Product Documentation for the BioTeke
Viral Collection and Transport System Webpage (available at
https://drive.google.com/drive/folders/1ZlZNn44m3aeEJRBECzSNI4gLNAWsziqd)).
I.

Importation and Sale by Hunan Runmei
216.

Flocked swabs which infringe one or more of the Asserted Patents, such as

Hunan Runmei’s Single Use Samplers, are imported, sold for importation, and/or sold within the
United States after importation by, or on behalf of, Hunan Runmei, either individually, or in
association with others. See, e.g., Ex. 68 (Hunan Runmei – COVID-19 Series Products Webpage
(available at https://www.runmeigene.com/Covid-19-Series-Products-pl3351632.html)); Ex. 70
(Hunan Runmei – Single-Use Samplers Image); Ex. 69 (Hunan Runmei – Single-Use Samplers
With 3ml Activated VTM Medium Invoice).
217.

On information and belief, Hunan Runmei, either directly or indirectly

through third parties, sells and offers for sale in the United States, flocked swabs and kits
containing flocked swabs, either individually or in association with other products manufactured
by Hunan Runmei. Id.
218.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that Hunan
Runmei’s products are imported. Id.
J.

Importation and Sale by Cleanmo
219.

Flocked swabs which infringe one or more of the Asserted Patents, such as

Cleanmo’s Nasopharyngeal flocked swab, model number CM-FS913, are imported, sold for
importation, and/or sold within the United States after importation by, or on behalf of, Cleanmo,
either individually, or in association with Respondent Bio Testing Supplies. See, e.g., Ex. 104
(Cleanmo - CM-FS913 Cleanmo’s Flocked Swabs for nasopharyngeal sampling collection
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Webpage (available at https://www.cleanmo.com/cleanmo-s-flocked-swabs) (listing Shenzhen
(China) as the “Start Port”)); Ex. 106 (Bio Testing Supplies - Sterile Flocked Swabs – Cleanmo Webpage (available at https://biotestingsupplies.com/product/sterile-flocked-swabs/)); Ex. 109
(Bio Testing Supplies – Cleanmo’s FDA Certificate of Medical Device Registration 2020
Webpage (available at https://biotestingsupplies.com/wp-content/uploads/2020/08/FDA-Cert1.pdf) (listing the manufacturer address in China)).
220.

On information and belief, Cleanmo, either directly or indirectly through

third parties, sells and offers for sale in the United States, flocked swabs and kits containing
flocked swabs, either individually or in association with other products manufactured by
Cleanmo. Id.
221.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that Cleanmo’s
products are imported. Id.
K.

Importation and Sale by Thomas Scientific
222.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the HCY Nasopharyngeal Flocked Swab, model number CY-9600, the MedSchenker/Vectornate
Nasopharyngeal Flocked Cavswab™, model number AC1100, the NEST Nasopharyngeal
Flocked Swab, model number 20A00G473, and/or the Miraclean Nasopharyngeal Flocked Swab,
model number 20A00G414, are imported, sold for importation, and/or sold within the United
States after importation by, or on behalf of, Thomas Scientific, either individually, or in
association with Respondents HCY, Vectornate, NEST, and/or Miraclean. See, e.g., Ex. 6
(Thomas Scientific Search Results Webpage (available at
https://www.thomassci.com/search/go?p=Q&lbc=thomassci&uid=268162821&ts=custom&w=fl
ock&isort=score&method=and&view=list&AccountWelcomeMes67

sage=Welcome%2c%20How%20May%20We%20Help%20You%3f&CartItemCount=0&Logge
dIn=0&ThomasDomain=www.thomassci.com&af=cat1%3aswabscovid19samplecollection));
Ex. 72 (Thomas Scientific – Miraclean Nasopharyngeal Specimen Collection Flocked Swab
(20A00G414 Mfr. No: MSC-96000) Invoice); Ex. 74 (Thomas Scientific - CavSwab
(20A00U792 Mfr. No: 20A00U792) Invoice); Ex. 73 (Thomas Scientific - iClean Flocked Swab
(20A00V170 Mrf. No: CY-96000) Invoice).
223.

On information and belief, Thomas Scientific, either directly or indirectly

through third parties, in association with at least Respondents HCY, Vectornate, NEST, and/or
Miraclean, sells and offers for sale in the United States flocked swabs, including but not limited
to nasopharyngeal flocked swabs by Miraclean, MedSchenker CavSwab made by Vectornate,
and kits containing flocked swabs, either individually or in association with other products
manufactured by HCY, Vectornate, NEST, and/or Miraclean. Id.
224.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that Thomas
Scientific’s products are imported. See Ex. 9 (Thomas Scientific – About Us Webpage
(available at https://www.thomassci.com/About-Us)); Ex. 10 (Thomas Scientific –iClean Swabs
Webpage (available at https://www.thomassci.com/MolecularDiagnostics/Collection/Swabs/_/iClean-Swabs?q=flock)); Ex. 6 (Thomas Scientific Search
Results Webpage (available at
https://www.thomassci.com/search/go?p=Q&lbc=thomassci&uid=268162821&ts=custom&w=fl
ock&isort=score&method=and&view=list&AccountWelcomeMessage=Welcome%2c%20How
%20May%20We%20Help%20You%3f&CartItemCount=0&LoggedIn=0&ThomasDomain=ww
w.thomassci.com&af=cat1%3aswabscovid19samplecollection)); Ex. 5 (Sterile CavSwabs –
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Medschenker Nasopharyngeal Webpage (available at https://medschenker.com/sterilecavswabs/)).
L.

Importation and Sale by Stellar Scientific
225.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the Vectornate Nasopharyngeal Flocked Cavswab™, model number AC1100, and/or the NEST
Nasopharyngeal Flocked Swab, model number 20A00G473 are imported, sold for importation,
and/or sold within the United States after importation by, or on behalf of, Stellar Scientific, either
individually, or in association with Respondents Vectornate and/or NEST. See, e.g., Ex. 14
(Stellar Scientific NEST Scientific COVID-19 Collection Kit Webpage (available at
https://www.stellarscientific.com/nest-scientific-5ml-sterile-screw-cap-transport-tube-with-12ml-0-85-saline-solution-and-sterile-individually-wrapped-oropharyngeal-collection-swab-50vials-and-50-swabs/)); Ex. 24 (Stellar Scientific Flocked, Individually Wrapped, Sterile Oral
Swab for COVID-19 Testing Webpage(available at https://www.stellarscientific.com/flockedindividually-wrapped-sterile-oral-swab-for-covid-19-testing-100-swabs-ready-to-ship/)); Ex. 31
(Stellar Scientific - Medschenker Individually Wrapped Sterile Flocked Nylon Nasal Swab with
101mm Break Point and Ribbed Shaft 100/PK Webpage (available at
https://www.stellarscientific.com/medschenker-individually-wrapped-sterile-flocked-nylonnasal-swab-with-101mm-break-point-and-ribbed-shaft-100-pk/)).
226.

On information and belief, Stellar Scientific, either directly or indirectly

through third parties, in association with at least Respondents Vectornate and/or NEST sells and
offers for sale in the United States flocked swabs, including but not limited to nasopharyngeal
flocked swabs by NEST, iClean branded flocked swabs, MedSchenker CavSwab made by
Vectornate, flocked swabs, and kits containing flocked swabs, either individually or in
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association with other products manufactured by at least Respondents Vectornate and/or NEST.
Id.
227.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that Stellar
Scientific’s products are imported. See Ex. 30 (Stellar Scientific - Home Page - About Us
Webpage (available at https://www.stellarscientific.com/)); Ex. 31 (Stellar Scientific Medschenker Individually Wrapped Sterile Flocked Nylon Nasal Swab with 101mm Break Point
and Ribbed Shaft 100/PK Webpage (available at https://www.stellarscientific.com/medschenkerindividually-wrapped-sterile-flocked-nylon-nasal-swab-with-101mm-break-point-and-ribbedshaft-100-pk/)); Ex. 24 (Stellar Scientific Flocked, Individually Wrapped, Sterile Oral Swab for
COVID-19 Testing Webpage (available at https://www.stellarscientific.com/flockedindividually-wrapped-sterile-oral-swab-for-covid-19-testing-100-swabs-ready-to-ship/)); Ex. 5
(Sterile CavSwabs – Medschenker Nasopharyngeal Webpage (available at
https://medschenker.com/sterile-cavswabs/)).
M.

Importation and Sale by Cardinal Health
228.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the IPB Nasopharyngeal SteriFlock™ Flocked Swab, are imported, sold for importation, and/or
sold within the United States after importation by, or on behalf of, Cardinal Health, either
individually, or in association with Respondent IPB. See Ex. 77 (Cardinal Health – IPB
SteriFlock™ Sterilized Flocked Collection Swabs (NP/OP) Product Webpage (available at
https://www.cardinalhealth.com/en/product-solutions/medical/laboratoryproducts/microbiology/nasopharyngeal-and-oropharyngeal-swab-specimen-collection/steriflocksterilized-flocked-collection-swabs-np-op.html)).
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229.

On information and belief, Cardinal Health, either directly or indirectly

through third parties, in association with at least manufacturer Respondent IPB, sells and offers
for sale in the United States flocked swabs, including but not limited to flocked swabs, and kits
containing flocked swabs, either individually or in association with other products manufactured
by IPB. Id.
230.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that Cardinal
Health’s products are imported. See Ex. 40 (Cardinal Health - About Us Webpage (available at
https://www.cardinalhealth.com/en/about-us.html)).
N.

Importation and Sale by Ksl
231.

Flocked swabs which infringe one or more of the Asserted Patents, such as

Ksl Disposable Swabs and/or Ksl – Viral Transport Media (VTM) with Swab are imported, sold
for importation, and/or sold within the United States after importation by, or on behalf of Ksl,
either individually, or in association with Respondent Jiangsu. See Ex. 17 (Ksl Disposable
Swabs Image, 52014: KSL NP/OP Swab; Lot Number 202000710JZ); Ex. 15 (Ksl – Viral
Transport Media (VTM) with Swab Webpage (available at https://0410df9b-1c8d-4b83-9b1de1366dca0897.filesusr.com/ugd/fc7122_18cf7172b4c542a08e68f6bff238374e.pdf)); Ex. 66 (Ksl
– KSL NP-OP Swab Invoice, 52014: KSL NP/OP Swab; Lot Number 202000710JZ).
232.

On information and belief, Ksl, either directly or indirectly through third

parties, in association with at least Respondent Jiangsu, sells and offers for sale in the United
States flocked swabs, including but not limited to flocked swabs, and kits containing flocked
swabs, either individually or in association with other products manufactured by Jiangsu. Id.
233.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that Ksl’s
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products are imported. See Ex. 15 (Ksl – Viral Transport Media (VTM) with Swab Webpage
(available at https://0410df9b-1c8d-4b83-9b1de1366dca0897.filesusr.com/ugd/fc7122_18cf7172b4c542a08e68f6bff238374e.pdf)).
O.

Importation and Sale by MediDent Supplies
234.

Flocked swabs which infringe one or more of the Asserted Patents, such as

BioTeke’s Viral Collection Swab and VTM Transport Tube Kits, are imported, sold for
importation, and/or sold within the United States after importation by, or on behalf of, MediDent
Supplies, either individually, or in association with Respondent BioTeke. See Ex. 32 (MediDent
Supplies - BioTeke Viral Collection Swab and VTM Transport Tube Kit Webpage (available at
https://medidentsupplies.com/product/bioteke-viral-collection-and-transport-kit-50-per-boxsterile-flocked-swabs-with-viral-transport-medium-tube/)); Ex. 35 (MediDent Supplies – Product
Documentation for the BioTeke Viral Collection and Transport System Webpage (available at
https://drive.google.com/drive/folders/1ZlZNn44m3aeEJRBECzSNI4gLNAWsziqd)); Ex. 36
(MediDent Supplies – Invoice for BioTeke Viral Collection Swab and VTM Transport Tube
Kit).
235.

On information and belief, MediDent Supplies, either directly or indirectly

through third parties, in association with at least manufacturer Respondent BioTeke, sells and
offers for sale in the United States flocked swabs, including but not limited to flocked swabs, and
kits containing flocked swabs, either individually or in association with other products
manufactured by BioTeke. Id.
236.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that MediDent’s
Supplies’ products are imported. See, e.g., Ex. 35 (MediDent Supplies – Product Documentation
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for the BioTeke Viral Collection and Transport System Webpage (available at
https://drive.google.com/drive/folders/1ZlZNn44m3aeEJRBECzSNI4gLNAWsziqd)).
P.

Importation and Sale by Fosun Pharma
237.

Flocked swabs which infringe one or more of the Asserted Patents, such as

Fosun Pharma’s Nasopharyngeal Swabs, are imported, sold for importation, and/or sold within
the United States after importation by, or on behalf of Fosun Pharma, either individually, or in
association with others. See, e.g., Ex. 64 (Fosun Pharma – Nasopharyngeal Swab Image); Ex. 53
(Fosun Pharma - Fosun Nasopharyngeal Swab-Instructions for Use (IFU) Webpage (available at
https://secureservercdn.net/198.71.233.150/d1z.126.myftpupload.com/wpcontent/uploads/2020/05/Fosun-A5-swab-ifu-4.30-v14.pdf)); Ex. 65 (Fosun Pharma – Fosun
Sterile Nasopharyngeal Swab Invoice).
238.

On information and belief, Fosun Pharma, either directly or indirectly

through third parties, sells and offers for sale in the United States, flocked swabs and kits
containing flocked swabs, either individually or in association with other products manufactured
by Fosun Pharma. Id.
239.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that Fosun
Pharma’s products are imported. Id.
Q.

Importation and Sale by VWR
240.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the VWR Nasopharyngeal Flocked Swab, are imported, sold for importation, and/or sold within
the United States after importation by, or on behalf of, VWR, either individually, or in
association with others. See, e.g., Ex. 96 (VWR – 76420-238 Swab Oropharyngeal Sterile Nyl
Tip and 76420-240 Swab Nasopharyngeal St Nyl Tip – Invoice); Ex. 97 (VWR – Swab Image).
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241.

On information and belief, VWR, either directly or indirectly through third

parties, sells and offers for sale in the United States flocked swabs, including but not limited to
flocked swabs, and kits containing flocked swabs, either individually or in association with other
products manufactured by or for VWR and/or others. Id.
242.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that VWR’s
products are imported. Id.
R.

Importation and Sale by StatLab
243.

Flocked swabs which infringe one or more of the Asserted Patents, such as

the StatLab I-SWAB COVID Specimen Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC13257/2, are imported, sold for importation, and/or sold within the United States after
importation by, or on behalf of, Han Chang, either individually, or in association with distributor
StatLab.
244.

On information and belief, StatLab, either directly or indirectly through

third parties, in association with manufacturer Han Chang (and potentially others), sells and
offers for sale in the United States, flocked swabs either individually or in association with other
products manufactured by or for StatLab.
245.

On information and belief, the Accused Products are manufactured in

Korea and available for purchase in the United States, further demonstrating that StatLab’s
products are imported. See, e.g., Ex. 101 (StatLab - COVID Specimen Collection, 2 Swab Set, 1
NP, 1 OP, Part No. HC-13257/2 Image); Ex. 102 (Han Chang – FDA Establishment Registration
& Device Listing, Registration No. 3016831172 (available at
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm) (listing the manufacturer
address in South Korea)); Ex. 103 (StatLab – Molecular Testing Supplies Webpage (available at
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https://www.statlab.com/general-laboratory/molecular-testing.html) (advertising for sale the Han
Chang COVID Specimen Collection, 2 Swab Set, 1 NP, 1 OP, Part No. HC-13257/2)). While
Copan was not able to acquire any Han Chang or StatLab products, they are available for
purchase in the United States as set forth above. Id.
S.

Importation and Sale by Bio Testing Supplies
246.

Flocked swabs which infringe one or more of the Asserted Patents, such as

Cleanmo’s Nasopharyngeal flocked swab, model number CM-FS913, are imported, sold for
importation, and/or sold within the United States after importation by, or on behalf of Bio
Testing Supplies , either individually, or in association with Respondent Cleanmo. See, e.g., Ex.
104 (Cleanmo - CM-FS913 Cleanmo’s Flocked Swabs for nasopharyngeal sampling collection
Webpage (available at https://www.cleanmo.com/cleanmo-s-flocked-swabs) (listing Shenzhen
(China) as the “Start Port”)); Ex. 106 (Bio Testing Supplies - Sterile Flocked Swabs – Cleanmo Webpage (available at https://biotestingsupplies.com/product/sterile-flocked-swabs/)); Ex. 109
(Bio Testing Supplies – Cleanmo’s FDA Certificate of Medical Device Registration 2020
Webpage (available at https://biotestingsupplies.com/wp-content/uploads/2020/08/FDA-Cert1.pdf) (listing the manufacturer address in China)).
247.

On information and belief, BioTesting Supplies, either directly or

indirectly through third parties, sells and offers for sale in the United States, flocked swabs and
kits containing flocked swabs, either individually or in association with other products
manufactured by or for Bio Testing Supplies. Id.
248.

On information and belief, the Accused Products are manufactured

overseas and available for purchase in the United States, further demonstrating that Cleanmo’s
products are imported. Id.
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VI.

HARMONIZED TARIFF SCHEDULE INFORMATION
249.

On information and belief, the products at issue may be classified under at

least the following headings of the Harmonized Tariff Schedule of the United States: 3002.15;
3002.19.00; 3005.9010; 3821.00; 3821.00.10; 3822.00; 3822.00.10; 5601.22; and 9027.80.
VII.

RELATED LITIGATION
250.

On June 1, 2018, Complainants Copan Italia S.P.A., and Copan

Diagnostics, Inc. filed a complaint in the United States District Court for the District of Maine,
asserting, inter alia, infringement of the Asserted Patents by Puritan Medical Products Company
LLC and Puritan Diagnostics LLC. Case number 1:18-cv-00218-JDL was stayed on May 18,
2020. See Ex. 42 (Copan Diagnostics, Inc., et al. v. Puritan Medical Products Co., LLC, et al.,
No. 18-cv-00218, ECF No. 168 Order Granting Motion to Stay (May 18, 2020)). While this case
is stayed, Copan is not seeking an injunction against Puritan. Thus Puritan’s flocked swabs are
and will remain available for sale in the United States.
251.

Pursuant to Commission Rule 210.12(a)(5), Complainant states that, other

than the litigation specified above, to Complainant’s knowledge, the alleged unfair methods of
competition and unfair acts, or the subject matter thereof, are not, and have not been, the subject
of any court or agency litigation.
VIII. DOMESTIC INDUSTRY RELATING TO THE ASSERTED PATENTS
252.

A domestic industry, as defined by 19 U.S.C. § 1337(a)(2)-(3), exists by

virtue of Copan’s significant investment in plant and equipment, significant employment of labor
or capital, and substantial investment in the exploitation of the Asserted Patents, through its
activities in the United States directed to flocked swabs which practice the Asserted Patents.
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A.

Technical Prong
253.

Each of the Copan’s FLOQSwabs® flocked swabs satisfies the technical

prong of the domestic industry requirement by practicing each of the Asserted Patents. For
example, as explained in the attached domestic industry claim charts, Copan’s FLOQSwabs®,
and specifically representative flocked swab 503CS01.US model, practices each Asserted Patent.
See Ex. 44 (Copan Claim Charts for ’358 for ’779 and ’741 Patents).
254.

Copan produces many other FLOQSwabs® branded flocked swabs that

practice the Asserted Patents.
B.

Economic Prong
255.

An industry, as defined in Section 337(a)(3), exists in the United States by

virtue of Copan’s significant and substantial investments directed to the FLOQSwabs® line of
flocked swabs, including, but not limited to, the 503CS01.US model, that are protected by each
of the Asserted Patents (collectively, the “Domestic Industry Products”). See also Ex. 56C, ¶¶ 9,
11 (Declaration of Efrain Rodriguez) (Rodriguez Decl.) (listing all Domestic Industry Products
by model number and product description)).
256.

Copan’s domestic activities related to the Domestic Industry Products all

occur at its Copan Industries manufacturing center in Aguadilla, Puerto Rico, having a physical
address of Carr. 110 Km. 28.8, San Antonio Industrial Park, Aguadilla, Puerto Rico 00603, and
postal address of 1068 Ave. General Ramey, #789 San Antonio, Puerto Rico 00690. These
activities, include, but are not limited to, manufacturing, tooling, molding, packaging, media
production, kit assembly, customer service, and technical support. Distribution and warehousing
of the Domestic Industry Products also occurs at the same location.
257.

Copan has made and continues to make significant investments in its

manufacturing facility in Puerto Rico, including plant space and equipment, to support
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operations related to the Domestic Industry Products. Copan has also engaged, and continues to
engage, in the significant employment of labor in Puerto Rico in connection with activities
related to the Domestic Industry Products. Copan has also made, and continues to make,
substantial investments in the exploitation of the Asserted Patents, including, but not limited to,
manufacturing, tooling, molding, packaging, media production, kit assembly, customer service,
and technical support activities related to the Domestic Industry Products in Puerto Rico. Each
of these investments are set forth in Exhibit 56C (Rodriguez Decl.).
IX.

GENERAL EXCLUSION ORDER
258.

Pursuant to 19 U.S.C. § 1337(d)(2), Copan seeks a general exclusion order

to exclude all infringing flocked swabs that are used for collecting and transporting biological
samples for analysis and/or kits containing the same, including but not limited to Respondents’
Accused Products that infringe one or more of the Asserted Patents. A general exclusion order is
necessary to prevent the circumvention of an exclusion order limited to the products of the
named Respondents and because there is a widespread pattern of unauthorized use.
A.

Circumvention of a Limited Exclusion Order
259.

The nature of the market for flocked swabs and kits containing flocked

swabs support the conclusion that a limited exclusion order would likely be circumvented.
260.

First, distributors of flocked swabs and kits containing flocked swabs,

such as Respondent Fosun Pharma, may purchase goods from manufacturers, brand the product
as their own product and then sell the Fosun Pharma-branded products on the market. See Ex. 64
(Fosun Pharma – Nasopharyngeal Swab Image). This common practice obscures the source of
the manufacturer, thereby guaranteeing circumvention of a limited exclusion order.
Additionally, the source of swabs can be unknown or unclear, such as the swabs provided by
Vectornate and VWR.
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261.

Relatedly, manufacturers and/or distributors of flocked swabs and kits

containing flocked swabs often only identify the country of origin for the product—not the
identity of the source manufacturer. See, e.g., Ex. 64 (Fosun Pharma – Nasopharyngeal Swab
Image) (identifying only the country of origin (China) and not the manufacturer). Thus, the
source may be any manufacturer in the identified country.
262.

Third, some branded products identify more than one manufacturer, thus

making identifying the source of specific flock swab products and kits containing flock swabs
impossible. See Ex. 24 (Stellar Scientific Flocked, Individually Wrapped, Sterile Oral Swab for
COVID-19 Testing Webpage (available at https://www.stellarscientific.com/flockedindividually-wrapped-sterile-oral-swab-for-covid-19-testing-100-swabs-ready-to-ship/)). As a
specific example, both HCY and Cleanmo claim to make the iClean line of flocked swabs. HCY
owns the registered U.S. trademark for “iclean”, while Cleanmo also identifies itself as making
and selling this line of swabs. Upon information and belief, such information is intended to
deliberately obfuscate the source of the infringing products.
263.

Fourth, many identified manufacturers are located in countries where it is

commonplace to switch names and locations on a regular basis; suggesting potential
circumvention of a limited exclusion order. See Certain Self-Anchoring Beverage Containers,
Inv. No. 337-TA-1092, Comm’n Op. at 16 (citing the “difficulty identifying the source of the
infringing products” due to frequent name changes for companies operating in China).
264.

Fifth, business conditions for flocked swabs and kits containing flocked

swabs suggest that a limited exclusion order may be circumvented. The global pandemic caused
by SARS-CoV-2 (the coronavirus that causes COVID-19) led to new market entrants, especially
from countries in Asia who were severely impacted by the virus. These new entrants and the
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continued demand for flocked swabs and kits containing flocked swabs demonstrate an
established demand for the patented product in the U.S. market. Moreover, these new market
entrants quickly retooled facilities to produce the patented articles, suggesting that business
conditions are ripe for circumvention of a limited exclusion order. See Ex. 43 (Microbrush®
Introduces New Nasopharyngeal Test Swabs - News Webpage (available at
https://www.aegisdentalnetwork.com/news/2020/07/2/microbrush-introduces-newnasopharyngeal-test-swabs)) (discussing in July 2020, that “Microbrush, a leading US-based
global manufacturer and supplier of flocked applicators” launched a nasopharyngeal test swab to
meet the growing demand for COVID-19 testing requirements).
265.

Lastly, the distribution channels for flock swab products and kits

containing flock swabs are numerous and often limited to those in the healthcare industry, as
evidenced by the numerous manufacturers and distributors that are named in this Complaint. As
a result, any exclusion order limited to named Respondents would likely be subject to immediate
evasion due to easily shifting supply chains.
B.

Widespread Pattern of Unauthorized Use
266.

Infringement of the Asserted Patents is widespread. In an effort to protect

its intellectual property rights, Copan has diligently monitored and offered licenses to entities
that offer for sale and/or are selling flocked swabs or products containing flocked swabs in the
United States without authorization.
267.

As of June 2021, Copan has licensed over 19 parties that manufacture

and/or sell flocked swabs or products containing flocked swabs in the United States. Ex. 57C
(Copan’s List of Licensees).
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268.

In the year 2020 alone, Copan attempted to license at least 39 known

parties that offer for sale and/or sell flocked swabs or products containing flocked swabs in the
United States. Copan never received even a courtesy reply from most of the 39 parties.
269.

On balance, Copan gave each party a prolonged opportunity to take a

license, in an effort to curb infringement while avoiding litigation. Despite Copan’s great
diligence, those efforts were stonewalled.
270.

As set forth above, a large number of entities manufacturing and selling

flocked swabs or products containing flocked swabs originate in countries outside the United
States, including China and Korea. These entities manufacture and sell under a wide variety of
names and aliases that have made it difficult, if not impossible, for Copan to enforce their
intellectual property rights on an infringer-by-infringer basis. A general exclusion order is
therefore necessary to remedy this widespread pattern of unauthorized use, and to provide Copan
complete relief.
X.

RELIEF REQUESTED
271.

WHEREFORE, by reason of the foregoing, Complainants requests that the

United States International Trade Commission:
a. Institute an investigation pursuant to Section 337 of the Tariff Act of
1930, as amended, 19 U.S.C. § 1337, with respect to the Respondents’ violations of Section 337
based on the unlawful and unauthorized importation, sale for importation, and/or sale within the
United States after importation, and instruction of purchasers on the infringing use of certain
flocked swabs that are used for collecting and transporting biological samples for analysis, and
collection and transport or testing kits (e.g., rapid antigen tests) containing the same;
b. Schedule and conduct an evidentiary hearing on permanent relief pursuant
to 19 U.S.C. § 1337(d) and (f) of the Tariff Act of 1930, as amended;
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c. Issue a general exclusion order, pursuant to 19 U.S.C. § 1337(d),
forbidding entry into the United States all flock swab products and kits containing flock swabs,
regardless of source, that infringe the ’358 Patent, ’779 Patent, and/or ’741 Patent;
d. In the alternative, issue a limited exclusion order specifically directed to
each named Respondent and its subsidiaries, predecessors, affiliates, agents, successors, and
assigns,, pursuant to 19 U.S.C. § 1337(d)(2), barring from entry into the United States all of
Respondents’ products that infringe, or are manufactured using processes that infringe, directly
or indirectly, one or more claims of the ’358 Patent, ’779 Patent, and/or ’741 Patent;
e. Issue permanent cease and desist orders pursuant to 19 U.S.C. § 1337(f)
prohibiting each Respondent from, among other things, importing, selling, offering for sale
(including via the Internet or electronic mail), advertising (including via the Internet or
electronic mail), distributing, transferring (except for exportation), soliciting United States
agents or distributors, and aiding or abetting other entities in the importation, sale for
importation, sale after importation, transfer (except for exportation), or distribution of flocked
swabs that infringe one or more of the ’358 Patent, ’779 Patent, and/or ’741 Patent; and
f. Impose a bond upon Respondents’ importation of infringing Accused
Products during the 60-day Presidential review period pursuant to 19 U.S.C. § 1337(j) to
prevent further injury to Copan and its licensees’ domestic industry relating to each of the
Asserted Patents;
g. And issue such other and further relief as the Commission deems just and
proper under the law, based upon the facts determined by the investigation and the authority of
the Commission.
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Dated: July 9, 2021

Respectfully submitted,
/s/ James M. Wodarski
James M. Wodarski
Michael T. Renaud
Michael C. Newman
Peter J. Cuomo
Daniel B. Weinger
Sean M. Casey
Kara E. Grogan
MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO PC
Boston, MA 02111
Tel: 617-542-6000
Fax: 617-542-2241
www.mintz.com
Counsel to Complainants
Copan Italia, S.p.A and Copan Industries, Inc.
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UNITED STATES INTERNATIONAL TRADE COMMISSION
WASHINGTON DC
In the Matter of
CERTAIN FLOCKED SWABS, PRODUCTS
CONTAINING FLOCKED SWABS, AND
METHODS OF USING SAME

Investigation No. 337-TA-_____

VERIFICATION OF COMPLAINT
I, Lorenzo Fumagalli, am General Counsel and Intellectual Property Manager at Copan Italia
S.p.A and am duly authorized by Complainants Copan Italia S.p.A. and Copan Industries, Inc.
(together, “Copan” or “Complainants”) to execute this verification of the accompanying
Complaint under Section 337 of the Tariff Act of 1390, as Amended, on behalf of Complainants.
I have read the Complaint and am aware of its contents. To the best of my knowledge,
information and belief and based upon a reasonable inquiry under the circumstances, I hereby
certify that:
1. The allegations contained in the Complaint are well grounded in fact and have
evidentiary support, or are likely to have evidentiary support after a reasonable
opportunity for further investigation or discovery;
2. The claims and other legal contentions set forth in the Complaint are warranted by
existing laws or by a good faith, non-frivolous argument for extension, modification, or
reversal of existing law, or by the establishment of new law; and
3. The Complaint is not being filed for any improper purpose, such as to harass or cause
unnecessary delay or needless increase in the cost of litigation.

25 2021
Executed on June __,

___________________________
Lorenzo Fumagalli
General Counsel and Intellectual Property
Manager, Copan Italia S.p.A

