April 12, 2016
Secretary Sylvia Mathews Burwell
Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201
Dr. Robert M. Califf, MD, Commissioner
Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
Re:

FDA 4/1/2016 Safety Alert: Urogynecologic Surgical Mesh Implants by Boston
Scientific: Notification – Potential for Counterfeit Raw Material

Dear Secretary Burwell and Commissioner Califf:
We are in receipt of the FDA’s April 1, 2016 safety alert in which the FDA stated:
The FDA is aware of allegations that Boston Scientific's urogynecologic surgical
mesh may contain counterfeit raw material. We are examining these allegations to
determine any necessary and appropriate next steps.
*
*
*
*
*
However, in light of the allegations, Boston Scientific will conduct additional
testing relevant to the safety and effectiveness of the finished product.
*
*
*
*
*
The additional testing should be sufficient for the FDA to determine whether or not
the urogynecologic surgical mesh manufactured from the alleged counterfeit raw
material are equivalent to the urogynecologic surgical mesh manufactured from the
original raw material supplier. We expect that this testing will take several months
to complete. 1
These statements strongly imply that the FDA believes it is sufficient and proper to allow
Boston Scientific Corporation (“BSC”) to test its own mesh products for equivalency to mesh
made from genuine, authentic Phillips Sumika Polypropylene Company (“Phillips”) Marlex HGX030-01. This is alarming and leads to the following fundamental question:
Does the FDA believe equivalence is a defense to trafficking of counterfeit raw
material in violation of 18 U.S.C. § 2320 (Trademark Counterfeiting Act)?
If this is the position of the FDA, it is flawed and demonstrates a fundamental lack of understanding
of Congress’ anti-counterfeiting laws. This position also contradicts BSC’s own prior process of
verifying lot numbers with the manufacturer. If the lot number is invalid, the product is counterfeit.
1

See Exhibit 1, attached hereto.
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The FDA’s investigation should not be into the quality of the raw material, but rather the source
of the raw material. Allowing a defense of equivalence undermines the public policy positions
articulated in the very statutes Congress passed to prevent this type of criminal conduct.
The Trademark Counterfeiting Act, 18 U.S.C. § 2320(a), states:
(a) Offenses.— Whoever intentionally—
(1) traffics in goods or services and knowingly2 uses a counterfeit mark on or in
connection with such goods or services,
(2) traffics in labels, patches, stickers, wrappers, badges, emblems, medallions,
charms, boxes, containers, cans, cases, hangtags, documentation, or packaging of
any type or nature, knowing that a counterfeit mark has been applies thereto, the
use of which is likely to cause confusion, to cause mistake, or to deceive,
(3) traffics in goods or services knowing that such good or service is a counterfeit
military good or service the use, malfunction, or failure of which is likely to cause
serious bodily injury or death, the disclosure of classified information, impairment
of combat operations, or other significant harm to a combat operation, a member
of the Armed Forces, or to national security, or
(4) traffics in a counterfeit drug,
or attempts or conspires to violate any of paragraphs (1) through (4) shall be
punished as provided in subsection (b).
Recognizing the continued threat to public health and wellness, and to the intellectual
property rights of manufacturers, Congress amended the Trademark Counterfeiting Act by
enacting The Stop Counterfeiting in Manufactured Goods Act (2006), The Prioritizing Resources
and Organization for Intellectual Property Act (2009), and the National Defense Authorization Act
(2011). Most recently, Congress passed the Food and Drug Administration Safety and
Innovation Act (2012), which created a specific criminal section for trafficking in counterfeit
drugs and included new, enhanced penalties for this offense.
The FDA itself has likewise acknowledged the dangers of counterfeit medical products.
Immediate past FDA Commissioner Hamburg stated that a fake medical product poses a threat to
public health:

2

“To prove this element, the government must present evidence that the defendant had ‘an awareness or a firm belief’
that the mark used was counterfeit. See Joint Statement, 130 Cong. Rec. 31,674 (1984). Knowledge can also be proved
with evidence that the defendant acted with willful blindness, conscious avoidance, or deliberate ignorance, which
means the defendant ‘deliberately closed his eyes to what otherwise would have been obvious to him concerning the
fact in question.’ See United States v. Brodie, 403 F.3d 123, 132 (3d Cir. 2005) (quotation and citation omitted). “[I]f
the prosecution proves that the defendant was ‘willfully blind’ to the counterfeit nature of the mark, it will have met
its burden of showing ‘knowledge.’” Joint Statement, 130 Cong. Rec. 31,674 (1984) (citing United States v. Jewell,
532 F.2d 697 (9th Cir. 1976) (other citations omitted)); see also United States v. Hiltz, 14 Fed. Appx. 17, 19 (1st Cir.
2001); United States v. Hamamoto, No. 99-10019, 2000 WL 1036199, *2 (9th Cir. July 27, 2000); cf. Tal S. Benschar
et al., Proving Willfulness in Trademark Counterfeiting Cases, 27 Colum. J.L. & Arts 121, 125 (2003).” See
Prosecuting Intellectual Property Crimes, Fourth Edition
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Passing off a fake medical product or stealing it for re-distribution on a gray market
is a direct and indirect threat to public health. Fake medical products may contain
too much, too little or the wrong active ingredient, and could contain toxic
ingredients. They can also increase the likelihood of drug resistance and they may
prevent patients from getting the real medical products that they need to alleviate
suffering and save lives. 3
*
*
*
*
*
We have seen that the threat from economically motivated adulteration,
counterfeiting, and cargo theft is real. And, unfortunately, we know that the results
can be tragic. 4
Teresa Stevens submitted a Citizen Petition to the FDA the day before the FDA issued its
safety alert. She clearly laid out a prima facia case of counterfeiting in violation of 18 U.S.C. §
2320, with supporting evidence including:
(1)
(2)
(3)

(4)
(5)
(6)
(7)

(8)

3

BSC lacked any of the normal documentation that would accompany raw material
purchased from a legitimate source; 5
BSC lacked any import documentation for the raw material to show it was
originally imported to China; 6
Internal BSC documents claim different manufacturing sources. For example,
BSCM13500000465 lists the manufacturer of the raw material as Dongguan
Sunmei Plastic Raw Material Co., Ltd. and BSCM13500000446 lists the
manufacturer of the raw material as EMAI Plastic Raw Material (Dongguan) Co.,
Ltd. (both companies are located in China); 7
BSC purchased and used the product from a questionable supplier – a company that
BSC already knew counterfeited material; 8
BSC purchased the product for an unusually low price compared to the then-current
market price;
BSC “over-bagged” the counterfeit bags to smuggle the counterfeit product out of
China, and split shipments of the products for import to multiple ports; 9
BSC had confirmation from Phillips on multiple occasions that the lot number (used
to prevent counterfeiting of Phillips products) on the bags of raw material
purchased by BSC was invalid; 10 and
BSC’s own process to determine authenticity is to check lot numbers, not test for
equivalency. The same distributor which sold the raw material to BSC attempted to

Excerpt of Remarks of Margaret A. Hamburg, M.D., Commissioner of Food and Drugs, Partnership for Safe
Medicines Interchange 2010, October 8, 2010, available at:
http://www.fda.gov/downloads/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/CounterfeitMedic
ine/UCM235240.pdf
4
Id.
5
See Stevens’ 3/31/16 Citizen’s Petition at page 8, 9, 12, 13, 14, 15, 31.
6
Id.; see also Exhibit 2 attached hereto, an email from Robert Mullally, BSC’s Import/Export Coordinator, asking
“How did all of this resin end up in China if it was made in Texas?” BSCM13500000937.
7
Id. at page 17; see also Exhibits 3 and 4, attached hereto.
8
Id.
9
Id. at page 18.
10
Id. at pages 14-15; see also Exhibit 5, attached hereto.
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sell counterfeit plastic to another BSC division. The other BSC division promptly
concluded that the plastic was counterfeit because the lot number on the bag was
invalid as confirmed by the manufacturer. The other BSC division informed all
divisions of BSC. 11
The picture below is of a bag trafficked by BSC. It contains virtually identical, substantially
indistinguishable markings from genuine, authentic Marlex. However, to a trained eye, the bags
demonstrate subtle differences in the markings. The red circles on the photograph below indicate
copies of trademarks registered at the United States Patent and Trademark Office for companies
such as Phillips and the International Organization for Standardization (“ISO”).

11

Id. at pages 12-13; see also Exhibit 6, attached hereto.
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These spurious markings coupled with BSC’s knowledge that the bag contained an invalid
lot number (pictured below) are direct evidence of trafficking in counterfeit goods by BSC. But
notwithstanding this direct evidence, any of the facts listed above amount to circumstantial
evidence of trafficking in counterfeit goods, which has been held sufficient to impute knowledge
to BSC that the goods are counterfeit. 12

Mrs. Stevens’ clear analysis in her Citizen Petition shows that BSC knew the marks on the
bag shown above were not authentic because BSC had verification from Phillips that the lot
number on the bags was invalid. Yet these counterfeit marks are still being used by BSC on or in
connection with the surgical mesh sold by BSC in a manner that is likely to deceive the general
public, or cause the general public to be confused to mistake this product for Phillips’ Marlex.
Therefore, the FDA’s investigation should not be into the quality of the raw material. Rather, the
FDA’s investigation should be into the source of the raw material.
The FDA’s proposed investigation requires waiting months for the results of an
equivalency test when product equivalency has no bearing on whether the raw material used by
BSC in its surgical mesh is counterfeit. We strongly urge the FDA to contact the Department of
Justice for guidance on this issue. The Department of Justice issued a publication entitled
Prosecuting Intellectual Property Crimes, which contains the following instructions directly on
point:
12

See Prosecuting Intellectual Property Crimes, Fourth Edition at pages 122-23 (citing Cf. Tal S. Benschar et al.,
Proving Willfulness in Trademark Counterfeiting Cases, 27 Colum. J.L. & Arts 121, 130-35 (2003) (discussing
civil cases)), available online at https://www.justice.gov/ sites/default/files/criminalccips/legacy/2015/03/26/prosecuting_ip_crimes_manual_2013.pdf
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1. High-Quality and Low-Quality Counterfeits
Defense counsel often argue that it is inappropriate to charge a § 2320 offense if
the counterfeit goods are of very low or, conversely, very high quality, arguing that
nobody is fooled by low-quality counterfeits and that nobody is harmed or
deceived by high-quality counterfeits. 13 Both arguments are misguided. See, e.g.,
United States v. Farmer, 370 F.3d 435 (4th Cir. 2004) (affirming conviction under
§ 2320 for irregular garments purchased from factories that manufactured
garments to trademark holder’s specifications); 14 United States v. Gonzalez, 630
F. Supp. 894, 896 (S.D. Fla.1986) (denying motion to dismiss § 2320 indictment
because the counterfeits’ low price did not preclude finding that they could cause
confusion, mistake or deception).
The government’s response lies in the plain language of the statute. Subsections
2320(a) and (f) focus on whether the counterfeit mark is likely to cause confusion,
cause mistake, or to deceive and make no mention of the counterfeit item’s quality.
See United States v. Foote, 413 F.3d 1240, 1246 (10th Cir. 2005) (“[T]he correct
test is whether the defendant’s use of the mark was likely to cause confusion,
mistake or deception in the public in general.”). As discussed in Section B.4.g. of
this Chapter, § 2320 was “not just designed for the protection of consumers,” but
also for “the protection of trademarks themselves and for the prevention of the
cheapening and dilution of the genuine product.” United States v. Hon, 904 F.2d
803, 806 (2d Cir. 1990) (internal quotation marks and citations omitted). In this
vein, “[o]ne of the rights that a trademark confers upon its owner is the ‘right to
control the quality of the goods manufactured and sold’ under that trademark. For
this purpose the actual quality of the goods is irrelevant; it is the control of quality
that a trademark holder is entitled to maintain.” Farmer, 370 F.3d at 441 (internal
quotation marks and citations omitted) (emphasis added). 15,16
Similarly here, the actual quality of the raw material BSC is using is irrelevant.
Ironically, testing for equivalence will only help prove the case for counterfeiting – specifically,
that the counterfeit raw material BSC is using and passing off as Phillips’ Marlex is substantially
indistinguishable from Phillips’ genuine, authentic Marlex.
Setting aside the overwhelming evidence we have already uncovered that the raw material
BSC is using to manufacture its mesh products is counterfeit, the FDA’s proposal to allow BSC to
test its own product for equivalency is flawed at its core and stands in stark contrast to statements
by the FDA, statutes enacted by Congress, and the public policies behind them. The FDA’s initial
inquiry should be whether the raw material being used by BSC is counterfeit in violation of the
Trademark Counterfeiting Act. If it is, the product should be recalled immediately.
13

Emphasis added.
Emphasis added.
15
Emphasis included in original.
16
See Prosecuting Intellectual Property Crimes, Fourth Edition, available online at https://www.justice.gov/sites/
default/files/criminal-ccips/legacy/2015/03/26/prosecuting_ip_crimes_manual_2013.pdf
14
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Again, we respectfully request that the FDA to answer this fundamental, initial inquiry:
Does the FDA believe equivalence is a defense to trafficking of counterfeit raw
material in violation of 18 U.S.C. § 2320 (Trademark Counterfeiting Act)?
As this product is permanently implanted in thousands of women each year, we look
forward to a prompt response from the FDA and the FDA’s appropriate action to protect the
women affected by BSC’s illegal actions.

Respectfully submitted,
__________________________________
Amber Anderson Mostyn
Mostyn Law Firm
3810 West Alabama Street
Houston, Texas 77027
(713) 861-6616 (Office)
(713) 861-8084 (Facsimile)
__________________________________
Mike Hull
Hull Henricks
3616 Far West Blvd.
117-421
Austin, Texas 78731
(512) 472-4554
Attorneys on behalf of Teresa Stevens
cc:
Senator Joe Manchin
900 Pennsylvania Avenue, Suite 629
Charleston, WV 25302
Senator Shelley Moore Capito
500 Virginia Street East, Suite 950
Charleston, WV 25301
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