
IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

PLYMOUTH DIRECT, INC. )
)

and )
) C.A.No.

NATURES PILLOWS, INC., )

Plaintiffs, )
)

vs. )
)

UNITED STATES FOOD )
AND DRUG ADMINISTRATION )

)
and )

UNITED STATES OF AMERICA,
)
)

Defendants. )

DECLARATION OF THOMAS C. KNOTT

I, Thomas C. Knott, hereby declare as follows:

1. I am a Senior Regulatory Advisor with Benjamin L. England & Associates,

LLC, which represents the Plaintiffs as co-counsel in this case. I previously worked for

the U.S. Food and Drug Administration for more than 30 years, serving in a wide range

of capacities, with special emphasis on regulatory compliance issues related to medical

devices.

2. I am familiar with the details ofthe regulatory issues involved with the

current import-related dispute between Plaintiffs and FDA. I also am familiar with the

history of that dispute as it has evolved over the past two months. I have been
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contemporaneously updated on that dispute among other things through the business

records of Plaintiffs. The history set forth below is based on my knowledge of the facts

gained through contemporaneous communications and the Plaintiffs' business records.

Releases With Comment

3. On September 27,2014, an import shipment of Be Active Braces arrived at

the Dallas-Fort Worth airport. Two weeks later, FDA detained that shipment, alleging

that the Braces required (and lacked) section 510(k) premarket clearance. An FDA

official in Dallas indicated that the Braces were being detained because of labeling claims

concerning the relief of back pain caused by two particular conditions (pregnancy and

pirifomis syndrome). On October 8, Counsel for Plaintiffs disputed FDA's suggestion

that these labeling claims converted the device into one that required section 51O(k)

premarket clearance. Counsel also notified FDA that, as an accommodation, Plaintiffs

would immediately remove the labeling claims that FDA expressed concerns about. The

Dallas FDA official nonetheless indicated that the matter would be referred to FDA

headquarters (the Centers for Devices and Radiological Health) for further review.

4. Between September 27, 2014 and October 20, 2014, six more import

shipments of Be Active Braces arrived at the Dallas-Fort Worth airport. FDA also

detained these shipments based on the same allegation regarding section 51O(k)

premarket clearance.

5. Following these detentions, FDA released all seven shipments; FDA

released three of them "with comment." Release "with comment" is a procedure

whereby FDA releases imported merchandise into domestic commerce, even though the
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agency believes it appears to violate regulatory requirements, because the regulatory

violations at issue are considered to be minor. FDA's Regulatory Procedures Manual,

which sets forth FDA's internal procedures governing imports, defines "release with

comment" as a means of "handling minor violations." FDA Regulatory Procedures

Manual 9-5. Exhibit A. The Regulatory Procedures Manual further states that when

FDA applies this procedure, "[t]he violation(s) must be minor, since a shipment with

serious infraction(s) should be detained." Id.

6. I am attaching as Exhibit B to this Declaration the FDA release "with

comment" notices applicable to all three shipments. The specific comments relate to the

absence of section 51O(k) premarket clearance. Plaintiffs' business records indicate that

the three shipments that FDA released "with comment" collectively contained 845

cartons of Braces, and that each carton contained 288 Braces, such that FDA released a

total of243,360 Braces "with comment."

Detentions Without Physical Examination

7. On October 24, 2014, an FDA official in Dallas informed counsel for

Plaintiffs that it was likely that FDA headquarters (the Center for Devices and

Radiological Health) would determine that future shipments of Be Active Braces should

be detained for failure to have section 51O(k)premarket clearance. The same official

informed counsel that the prior release "with comment" procedure would be discontinued

for future shipments that had not yet arrived in the United States. The same official

informed counsel that FDA's original April 2014 classification determination was

apparently wrong but did not give any rationale explaining why.
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8. On October 26,2014, two more import shipments of Be Active Braces

arrived at Dallas-Fort Worth airport. On October 28,2014, FDA detained both shipments

without first conducting any physical examination. FDA issued notices to the customs

broker stating that FDA was detaining these shipments without physical examination

because the devices were "in the process of being posted" to Import Alert 89-08.

Exhibits C and D. Import Alert 89-08 is a public listing of the firms and products subject

to Detention Without Physical Examination on the ground that a medical device is

required to have, but does not have, section 510(k) premarket clearance. Exhibit E.

FDA's notices to the customs broker attached information about how the specifics of the

Import Alerts and Detention Without Physical Examination work. Exhibits C and D.

Among other things, the information stated that "if the appearance of the violation is not

overcome, or the violation is not otherwise fixed, that the product is normally refused

entry into US commerce by the FDA." Exhibits C and D.

9. In connection with detaining the two October 26 shipments described in the

paragraph above, FDA also issued an email containing the conclusion from FDA

headquarters (Center for Devices and Radiological Health) specifically stating that the Be

Active Brace "does need a 510(k) clearance order in order to be legally marketed."

Exhibit F. The FDA headquarters determination further indicated that the Brace "may

have" a new intended use based on acupressure and stated that labeling for the Brace

included certain claims regarding pain relief that would need clinical data in order to

substantiate. Id.
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10. According to Plaintiffs' business records, FDA has detained without

physical examination every import shipment that has arrived in the United States since

the two October 26 shipments described above. As of November 1, FDA has detained a

total of seven consecutive shipments collectively comprising 260,412 braces.

Plaintiffs' Efforts to Reach Accommodation With FDA

11. Plaintiffs have undertaken a number of efforts to accommodate FDA's

stated concerns about the labeling for the Brace. As indicated in paragraph 3 above,

Plaintiffs first attempted to accommodate FDA in early October, immediately upon

hearing the agency's concerns. More recently, beginning on October 24,2014 and

continuing through October 31,2014, Plaintiffs have attempted to accommodate the

agency in three different ways. First, Plaintiffs submitted proposed new boxes for

devices sold through retail; the new boxes remove the verbiage that FDA found

questionable. See Exhibit G. Second, Plaintiffs submitted to FDA instructions for use

inserts, which is the only labeling that accompanies devices sold through mail order.

These instructions for use do not (and never have) made the claims that FDA has found

objectionable, and they are the only labeling associated with mail order devices, which

are shipped in unmarked plastic bags or boxes. See Exhibit H. Finally, Plaintiffs verified

to FDA that it has discontinued making claims of concern to FDA in advertising (whether

on the internet or otherwise).

12. Plaintiffs also informed FDA that they would be willing to file a 5l0(k)

premarket clearance application even though they do not believe one is required.

However, given the length of time that agency review of the application would take,

5

Case 1:14-cv-01848-TSC   Document 2-3   Filed 11/03/14   Page 5 of 7



Plaintiffs have requested FDA not to apply Detention Without Physical Examination to

the Braces during the period that the application is completed and filed by Plaintiffs and

reviewed by FDA.

13. To the best of my knowledge, as of the time I am signing this Declaration

FDA has not responded to any of the requests for accommodation submitted by Plaintiffs.

14. On October 30, 2014, I participated in a conference call that included

representatives of Plaintiffs and numerous representatives from FDA, including top

officials from the FDA headquarters Division of Import Operations and Center for

Devices and Radiological Health and FDA's Dallas Southwest Import District. During

that call, FDA representatives suggested that the FDA was not changing its position from

April 2014, when FDA headquarters (Center for Devices and Radiological Health) had

reviewed a submission by Plaintiffs' customs broker and indicated that the Be Active

Brace fell within the classification regulation for limb orthosis (21 C.F.R. § 890.3475).

The FDA representatives indicated that the agency's current view that the Be Active

Brace exceeded the limit for of the exemption for submitting a 510 (k) (21 C.F.R.

§ 890.9) - and therefore requires a section 510(k) clearance - was based on a change in

the device's labeling since the Apri12014 determination. One FDA representative

characterized the situation as one in which the classification result had changed because

facts had changed since April 2014. The same FDA representative further stated that

FDA was not giving a different answer to the same classification question, emphasizing

again that the facts had changed. When pressed to confirm that they believed FDA's

original April 2014 determination was correct, the FDA officials would not give a
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defmitive answer, with one official indicating that the prior determination was probably

correct but that they did not have all of the pertinent information before them. In

response to a question, none of the FDA officials would state that the April 2014

determination was incorrect.

I swear under penalty of perjury that the foregoing is true and correct.

~
Dated this Lday of November 2014.
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EXHIBIT G
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CyanBlack YellowMagenta Water
Base

1

MBC Be Active v6
Prog#0700023C

10/24/14  
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