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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

INSTITUTE FOR ENVIRONMENTAL )
HEALTH, INC., )
)
Plaintiff, )
) C.A.No.

V. )

) JURY TRIAL DEMANDED
NATIONAL BEEF PACKING COMPANY, )
LLC, )
)
Defendant. )

COMPLAINT FOR PATENT INFRINGEMENT

1. Plaintiff Institute for Environmental Health, Inc. (“Plaintiff” or “IEH”) is an
industry leader in food safety and owns patents covering its innovative methods of testing for
microbiological contamination. Founded in 2000, IEH is a family-owned and operated company
that has become one of the nation’s leading providers of testing for microbiological
contamination. IEH invests heavily in research and development to improve the efficiency and
accuracy of biological testing. Patent offices around the world, including the U.S. Patent Office
(“USPTQO”), have granted IEH numerous patents in recognition of IEH’s innovation in this field.
IEH leverages its patented technology and methods to provide its services to customers, helping
to secure the safety of food resources provided to consumers throughout the United States and
around the world.

2. Through this Complaint, IEH brings claims for patent infringement against
National Beef Packing Company, LLC (“Defendant” or “National Beef”) based on the

following:
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PARTIES
3. Plaintiff IEH is a Washington corporation with its principal place of business
located in Lake Forest Park, Washington.
4. On information and belief, Defendant National Beef is a Delaware limited
liability company with its principal place of business located in Kansas City, Missouri.

JURISDICTION AND VENUE

5. These claims are for patent infringement arising under the patent laws of the
United States, 35 U.S.C. § 1 et seq.

6. This Court has original jurisdiction over IEH’s claims pursuant to 28 U.S.C.
§§ 1331 and 1338(a).

7. This Court has personal jurisdiction over National Beef because it is formed under
the laws of Delaware.

8.  Venue is proper in this Court pursuant to 28 U.S.C. §§ 1391(b) and 1400(b).

IEH’S ASSERTED PATENTS

9. IEH is the owner by assignment of all rights, title, and interest in U.S. Patent
No. 7,534,584 (the “’584 Patent”) entitled “Modular Compositing—Multiple Lot Screening
Protocols for Detection of Pathogens, Microbial Contaminants and/or Constituents.” The
USPTO duly and legally issued the ’584 Patent on May 19, 2009. The USPTO issued a
reexamination certificate for the 584 Patent on March 6, 2019. A copy of the *584 Patent is
attached as Exhibit A to the Complaint.

10. IEH is the owner by assignment of all rights, title, and interest in U.S. Patent
No. 8,822,143 (the “’143 Patent”) entitled “Modular Compositing—Multiple Lot Screening

Protocols for Detection of Pathogens, Microbial Contaminants and/or Constituents.” The
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USPTO duly and legally issued the 143 Patent on September 2, 2014. A copy of the 143 Patent
is attached as Exhibit B to the Complaint.

11. IEH is the owner by assignment of all rights, title, and interest in U.S. Patent
No. 9,637,771 (the *’771 Patent”) entitled “Modular Compositing—Multiple Lot Screening
Protocols for Detection of Pathogens, Microbial Contaminants and/or Constituents.” The
USPTO duly and legally issued the 771 Patent on May 2, 2017. A copy of the *771 Patent is
attached as Exhibit C to the Complaint.

12. IEH is the owner by assignment of all rights, title, and interest in U.S. Patent
9,845,486 (the “’486 Patent”) entitled “Enrichment Methods for the Detection of Pathogens and
Other Microbes.” The USPTO duly and legally issued the 486 Patent on December 19, 2017.
A copy of the *486 Patent is attached as Exhibit D to the Complaint.

THE INVENTIONS DESCRIBED IN THE ’584, ’143, AND *771 PATENTS

13.  Food producers, manufacturers, and regulators strive to improve the safety and
quality of food products by safeguarding against harmful microbiological contamination, such as
E. coli, Listeria, and Salmonella. See *143 Patent Col. 1:49-50; *771 Patent Col. 1:56-57; *584
Patent Col. 1:37-38; *486 Patent Col. 1:40-42.

14. Inoraround 2002, an IEH scientist invented new methods of testing for
contamination that have since revolutionized the food industry and were subsequently patented
through the 584 Patent, the *143 Patent, the’771 Patent, and the *486 Patent (collectively, the
“Asserted Patents”). The inventor assigned each of the Asserted Patents to IEH.

15.  The ’584 Patent, the *143 Patent, and the *771 Patent (collectively, the “Asserted
Pooling Patents”) involve a method known as “wet pooling.” The patented methods may be used

to simultaneously test multiple lots of food for contamination. For example, in the context of
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meat products, a “lot” of beef trim may consist of a combo-bin containing 2,000 pounds of beef
trim. The patented methods can be used to test five such lots simultaneously, greatly improving
efficiency and lowering costs, while maintaining accuracy.

16. The methods patented in the Asserted Pooling Patents begin, for example, by
“separately collecting multiple independent samples” from each lot. *584 Patent Claim 1(a);
’143 Patent Claim 1(a); *771 Patent Claim 1(a). In the beef example, this collection step may
involve gathering, for example, sixty independent samples (portions or pieces) of beef trim.

17.  Those samples are combined to form a composite sample that is representative of
the lot from which the samples were collected. 584 Patent Claim 1(b); *143 Patent Claim 1(b);
"771 Patent Claim 1(b). That composited sample is then added to an enrichment medium, often a
liquid broth containing nutrients allowing the target microbe (e.g., E. coli) to grow. ’584 Patent
Claim 1(c); *143 Patent Claim 1(c); *771 Patent Claim 1(c). This enriched composite allows for
more accurate testing for contamination because it contains a greater volume of detectable
microbes.

18.  This process is performed for each lot to create multiple enriched composites, one
for each lot.

19.  Next, the patented methods combine a portion from each enriched composite to
create a single pooled sample representing all lots from which the samples were collected. *584
Patent Claim 1(d); *143 Patent Claim 1(d); *771 Patent Claim 1(d).

20.  Finally, the pooled sample is tested to determine whether it contains the target
microbe, such as E. coli. ’584 Patent Claim 1(e); 143 Patent Claim 1(e); *771 Patent Claim

1(e).
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21. The Asserted Pooling Patents teach that, if just one of the lots is contaminated,
testing the pooled sample would detect that contamination. *584 Patent Claim 1(e); 143 Patent
Claim 1(e); ’771 Patent Claim 1(e). Thus, if the testing assay does not detect the microbe, all
five lots are deemed free of the target microbe. 1d. The Asserted Pooling Patents refer to this
step as “validating” the test lots. Id. This allows multiple lots to be analyzed and validated using
a single test.

22.  If the test detects contamination in the pooled sample, the remaining enriched
composites are individually tested to pinpoint the contamination to a particular lot or lots, rather
than requiring destruction of all lots of beef that made up the pooled sample. *584 Patent Claim
1(e); 143 Patent Claim 1(e); *771 Patent Claim 1(e).

23.  The inventor of the Asserted Pooling Patents discovered that, in most instances,
the contamination is restricted to a small number of lots. The invention leverages that discovery
to allow for more efficient testing (by requiring fewer tests across lots) as well as the ability to
pinpoint contamination (when contamination is found), thereby resulting in substantial net
savings for food producers because fewer test are needed, less food is destroyed (or otherwise
diverted), and food safety remains ensured.

24. The 584, 143 and *771 Patents cover this form of testing.

25. Claim 1 of the 143 Patent provides an example claim describing one of the
inventive methods:

1. A method of sampling and testing products for microbes in
multiple separate lots, comprising:

a) separately collecting multiple independent samples from each of
multiple separate lots, wherein each separate lot is separately
sampled by taking said multiple independent samples thereof;

b) separately compositing the collected multiple independent
samples from each of the separate lots to provide a corresponding
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set of separate composited lot samples, wherein each of the
separate composited lot samples is attributed to a particular
corresponding separate lot;

¢) enriching each of the separate composited test lot samples to
provide a set of separate composited test lot samples enriched for
the target microbe(s);

d) removing portions of each separate enriched composited lot
sample, and combining the removed portions to provide a pooled
modular composite sample; and

e) testing of the pooled modular composite sample, using a suitable
detection assay, for the target microbe(s), wherein when such
testing is negative all of said samples that were composited to form
the separate composited lot samples are deemed negative for the
target microbe(s) and each of the multiple separate lots is
validated, and wherein when such testing is positive, each of the
individual separate composited lot samples that were used to form
the pooled modular composite sample are individually tested to
determine which of the separate composited lot samples is positive
for the target microbe(s), wherein the lots corresponding to any
negatively testing composited lot samples are validated.

THE INVENTIONS DESCRIBED IN THE *486 PATENT

26.  The ’483 Patent involves enrichment methods for testing for microbes. The
patented methods may be used to test food for contamination more efficiently and cost
effectively. For example, prior art enrichment methods for detecting pathogens in food involve
diluting the sample with an enrichment media at a ratio of 1:10 (weight to volume). Maintaining
this ratio uses substantial volumes of media. The patented methods can be used to detect
pathogens in food by diluting the sample at a ratio of between about 1:0.1 to 1:5, greatly
improving efficiency and lowering costs, while maintaining accuracy.

27.  The patented methods begin by “obtaining a test sample, the sample being solid or
semi-solid.” 486 Patent Claim 1. In some embodiments, the test sample that is obtained is a
standard lot-unit sample, such as a sample taken from a combo-bin containing 2,000 pounds of

beef trim. 486 Patent Claim 9. In other embodiments, the test sample is a composite lot-unit
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sample corresponding to a combination of samples taken from lots of raw or processed samples,
such as a sample composited from multiple samples taken from a combo-bin containing 2,000
pounds of beef trim. 486 Patent Claim 10.

28.  The sample is diluted with liquid enrichment medium at a ratio between about
1:0.1 to 1:5 (weight to volume) or lesser dilution. 486 Patent Claim 1. The diluted sample is
incubated at an optimal temperature for a time period sufficient to allow levels of the particular
bacterial pathogen or microbe to be detected by a suitable assay. ’486 Claim 1. The assay is
used to determine whether the sample is contaminated with the particular bacterial pathogen or
bacterial microbe. *486 Claim 1.

29. For example, a 100 gram sample of meat trim could be diluted with 50 mL of a
commercial media used to detect E. coli O157 (i.e., weight-to-volume ratio of 1:0.5). The
diluted sample could be incubated at 42 degrees Celsius for 24 hours. A multiplex polymerase
chain reaction (PCR) assay could be used to determine whether the sample is contaminated with
E. coli O157.

30. The ’486 Patent provides several illustrations demonstrating the effectiveness and
reliability of this inventive method. For instance, Figures 13 and 14 illustrate amplification
products obtained by multiplex PCR of E. coli O157:H7 inoculated on meat trimmings, diluted
under standard (1:10) conditions and diluted under the inventive “dry” (1:0.5) conditions,
respectively, and then incubated at an optimal temperature for 24 hours. The inventive “dry”

enrichment method gave comparable results, as shown the figures reproduced below:
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31.

Figure 13 Figure 14

Claim 1 of the *486 Patent provides an example claim describing one of the

inventive methods:

32.

1. A method for detection of a particular bacterial pathogen or
bacterial microbe, comprising:

obtaining a test sample, the sample being solid or semi-solid;

diluting the sample with liquid enrichment medium at a ratio of
sample to diluent between about 1:0.1 to about 1:5 (wt./vol.) or
lesser dilution;

incubating, in an incubator, the diluted sample at an optimal
temperature for the particular bacterial pathogen or bacterial
microbe to be detected for a time period sufficient to allow levels
of the particular bacterial pathogen or microbe to reach levels
detectable by use of an assay suitable to detect the particular
bacterial pathogen or bacterial microbe; and

determining, by assaying the diluted incubated test sample, or a
portion thereof, with the assay suitable to detect the particular
bacterial pathogen or bacterial microbe, whether the sample is
contaminated with the particular bacterial pathogen or bacterial
microbe.

Claim 9 of the *486 Patent provides an example claim describing another

embodiment of the inventive methods:
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The method of claim 1, wherein obtaining a sample is obtaining a
standard Lot-unit sample.

33.  Claim 10 of the *486 Patent provides an example claim describing another
embodiment of the inventive methods:

The method of claim 1, wherein the sample is a composite-Lot
sample, corresponding to a combination of samples selected from
the group consisting of samples or subsamples taken from
sublots/lots of raw or processed samples, environmental samples,
industrial samples, pharmaceutical samples, bio-solid samples,
samples taken by spore traps, settled dust, impingers, or filtration,
and combinations thereof

NATIONAL BEEF’S INFRINGEMENT

34. National Beef is in the business of, among other things, processing beef and beef
by-products.

35. On information and belief, National Beef performs microbiological testing using
methods of sampling and testing for microbes, including the use of selectively enriched sample
“pooling” for microbes. For instance, National Beef uses wet pooling that falls within the scope
of the Asserted Pooling Patents when testing meat (specifically, beef) for bacterial pathogens
(including E. coli O157:H7, Salmonella, and Listeria, among others) in what it describes as its
“full service, on premise labs” that are “IL2A accredited for pathogen testing” and use “AOAC
testing methods” as part of the “control and assessment protocol” of its Biologic Food Safety
System (the “National Beef Pooling Methods™). National Beef utilizes the National Beef
Pooling Methods throughout its six Food Safety Zones, including prior to grinding and
throughout the production and packaging process.

36. On information and belief, National Beef performs microbiological testing using
enrichment methods for the detection of pathogens and other microbes. For instance, National

Beef uses enriched pathogen testing methods that fall within the scope of the *486 Patent when
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testing meat (specifically, beef) for bacterial pathogens (including E. coli O157:H7, Salmonella,
and Listeria, among others) (the “National Beef Pathogen Testing Methods™).

37. IEH has made repeated efforts to persuade National Beef to either cease its
ongoing infringement or license the Asserted Patents. On April 18, 2023, IEH notified National
Beef of the Asserted Patents and provided a copy of the Asserted Patents.

38. In its April 18, 2023 letter, IEH shared its understanding of the National Beef
Pooling Methods and described how these methods infringed claim 1 of the *143 Patent, claim 1
of the *771 Patent, claims 1 and 17 of the ’584 Patent, and Claim 1 of the *486 Patent. IEH
requested that, to the extent National Beef disputed the accuracy of IEH’s description of the
National Beef Pooling Methods, National Beef provide the basis for that contention, such as by
providing materials that describe National Beef’s sampling, enriching, testing, and verification
procedures. IEH explained it was willing to treat those materials confidentially, if appropriate.
Alternatively, IEH also requested that National Beef provide the basis for any contention that its
methods could be determined from publicly available information.

39. On May 9, 2023, National Beef responded to IEH’s pre-filing inquiry. National
Beef did not dispute the accuracy of IEH’s understanding of the National Beef Pooling Methods
or state that its methods could be determined from publicly available information. Instead, it
requested information about IEH’s licensing program for the Asserted Patents.

40.  OnJune 13, 2023, IEH provided National Beef with licensing rates for testing
performed using the inventions of the Asserted Patents.

41.  OnJune 20, 2023, National Beef requested that IEH provide claim charts

illustrating how the Asserted Patents covered National Beef’s testing methods. National Beef
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also requested that IEH keep its offer to license the Asserted Patents open for 30 days following
National Beef’s receipt of the claim charts.

42.  OnJune 23, 2023, IEH provided exemplary claim charts to National Beef. The
claim charts again described IEH’s understanding of the National Beef Pooling Methods and
National Beef Pathogen Testing Methods and illustrated how the methods infringed each element
of claim 1 of the 143 Patent, claim 1 of the *771 Patent, claims 1 and 17 of the 584 Patent, and
claim 1 of the 486 Patent. IEH noted National Beef had not disputed the facts IEH identified in
its May 9, 2023 letter. IEH informed National Beef it would keep its licensing offer open until
July 7, 2023.

43.  OnJuly 7, 2023, National Beef informed IEH that National Beef was evaluating
IEH’s infringement claims. Again, National Beef did not dispute the accuracy of IEH’s
understanding of the National Beef Pooling Methods or National Beef Pathogen Testing
Methods.

44.  On information and belief, National Beef has and continues to infringe, literally or
under the doctrine of equivalents, at least one claim of the ’584, 143, and *771 Patents,
including claim 1 of the *143 and *771 Patents, and claims 1 and 17 of the *584 Patent, by
practicing the National Beef Pooling Methods. Claim charts mapping each element of
exemplary claims of the Asserted Pooling Patents to the National Beef Pooling Methods are
attached as Exhibits E-G of the Complaint.

45.  On information and belief, National Beef has and continues to infringe, literally or
under the doctrine of equivalents, at least claims 1, 9, and 10 of the *486 Patent by practicing the

National Beef Pathogen Testing Methods. A claim chart mapping each element of these
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exemplary claims to the National Beef Pathogen Testing Methods is attached as Exhibit H of the
Complaint.

46. National Beef is, and has been, on notice of the Asserted Patents since April 18,
2023, if not earlier, when IEH sent a letter to National Beef, alerting National Beef to the
existence and its infringement of the Asserted Patents.

47.  On information and belief, National Beef has continued to infringe the Asserted
Patents despite an objectively high likelihood that its actions constitute infringement of these
valid patents. National Beef’s infringement of the Asserted Patents has therefore been willful.

48. National Beef’s infringing conduct was and is without authority, consent, or
license.

49, IEH has suffered irreparable harm and will continue to suffer irreparable harm
unless National Beef is enjoined from infringing the Asserted Patents. IEH has no adequate
remedy at law.

50. IEH is entitled to recover from National Beef the damages sustained by IEH as a
result of National Beef’s wrongful acts in an amount IEH will prove at trial, including, but not
limited to, lost profits and/or a reasonable royalty, together with interest and costs, as well as
attorneys’ fees, should the Court deem the case to be exceptional.

COUNT I: INFRINGEMENT OF THE 584 PATENT

51. IEH repeats and re-alleges the allegations contained in the preceding paragraphs
as if fully set forth here.

52. IEH is the assignee of the ’584 Patent. IEH has all substantial rights to enforce
the ’584 Patent, including the right to exclude others and to sue and recover damages for past and

future infringement.
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53.  The ’584 Patent is valid, enforceable, and was duly issued in full compliance with
Title 35 of the United States Code.

54, National Beef is, and has been, on notice of the 584 Patent since at least as early
as April 18, 2023. On information and belief, National Beef’s knowledge of the ’584 Patent
occurred earlier than April 18, 2023.

55.  On information and belief, under 35 U.S.C. § 271(a), National Beef has directly
infringed and continues to directly infringe, literally and/or under the doctrine of equivalents, at
least claims 1 and 17 of the *584 Patent by using the National Beef Pooling Methods.

56. National Beef’s infringing conduct was and is without authority, consent, or
license.

57.  On information and belief, National Beef’s infringement of the *584 Patent has
been willful.

58. IEH has been damaged and continues to be damaged by National Beef’s
infringement of the *584 Patent.

59. IEH has suffered irreparable harm and will continue to suffer irreparable harm
unless National Beef is enjoined from infringing the *584 Patent.

60. National Beef’s infringement of the ’584 Patent is exceptional and entitles IEH to
attorneys’ fees and costs incurred in prosecuting this action under 35 U.S.C. § 285.

COUNT 1: INFRINGEMENT OF THE 143 PATENT

61. IEH repeats and re-alleges the allegations contained in the preceding paragraphs

as if fully set forth here.
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62. IEH is the assignee of the 143 Patent. IEH has all substantial rights to enforce
the 143 Patent, including the right to exclude others and to sue and recover damages for past and
future infringement.

63.  The *143 Patent is valid, enforceable, and was duly issued in full compliance with
Title 35 of the United States Code.

64. National Beef is, and has been, on notice of the 143 Patent since at least as early
as April 18, 2023. On information and belief, National Beef’s knowledge of the 143 Patent
occurred earlier than April 18, 2023.

65.  On information and belief, under 35 U.S.C. § 271(a), National Beef has directly
infringed and continues to directly infringe, literally and/or under the doctrine of equivalents, at
least one claim of the *143 Patent, including claim 1, by using the National Beef Pooling
Methods.

66. National Beef’s infringing conduct was and is without authority, consent, or
license.

67.  On information and belief, National Beef’s infringement of the *143 Patent has
been willful.

68. IEH has been damaged and continues to be damaged by National Beef’s
infringement of the *143 Patent.

69. IEH has suffered irreparable harm and will continue to suffer irreparable harm
unless National Beef is enjoined from infringing the 143 Patent.

70. National Beef’s infringement of the 143 Patent is exceptional and entitles IEH to

attorneys’ fees and costs incurred in prosecuting this action under 35 U.S.C. § 285.
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COUNT I11: INFRINGEMENT OF THE *771 PATENT

71. IEH repeats and re-alleges the allegations contained in the preceding paragraphs
as if fully set forth here.

72. IEH is the assignee of the 771 Patent. IEH has all substantial rights to enforce
the 771 Patent, including the right to exclude others and to sue and recover damages for past and
future infringement.

73.  The 771 Patent is valid, enforceable, and was duly issued in full compliance with
Title 35 of the United States Code.

74, National Beef is, and has been, on notice of the *771 Patent since at least as early
as April 18, 2023. On information and belief, National Beef’s knowledge of the 771 Patent
occurred earlier than April 18, 2023.

75.  On information and belief, under 35 U.S.C. § 271(a), National Beef has directly
infringed and continues to directly infringe, literally and/or under the doctrine of equivalents, at
least one claim of the *771 Patent, including claim 1, by using the National Beef Pooling
Methods.

76. National Beef’s infringing conduct was and is without authority, consent, or
license.

77.  Oninformation and belief, National Beef’s infringement of the *771 Patent has
been willful.

78. IEH has been damaged and continues to be damaged by National Beef’s
infringement of the *771 Patent.

79. IEH has suffered irreparable harm and will continue to suffer irreparable harm

unless National Beef is enjoined from infringing the 771 Patent.
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80. National Beef’s infringement of the 771 Patent is exceptional and entitles IEH to
attorneys’ fees and costs incurred in prosecuting this action under 35 U.S.C. § 285.

COUNT IV: INFRINGEMENT OF THE 486 PATENT

81. IEH repeats and re-alleges the allegations contained in the preceding paragraphs
as if fully set forth here.

82. IEH is the assignee of the 486 Patent. IEH has all substantial rights to enforce
the 486 Patent, including the right to exclude others and to sue and recover damages for past and
future infringement.

83.  The 486 Patent is valid, enforceable, and was duly issued in full compliance with
Title 35 of the United States Code.

84. National Beef is, and has been, on notice of the 486 Patent since at least as early
as April 18, 2023. On information and belief, National Beef’s knowledge of the 486 Patent
occurred earlier than April 18, 2023.

85.  On information and belief, under 35 U.S.C. § 271(a), National Beef has directly
infringed and continues to directly infringe, literally and/or under the doctrine of equivalents, at
least claims 1, 9, and 10 of the *486 Patent by using the National Beef Pathogen Testing
Methods.

86. National Beef’s infringing conduct was and is without authority, consent, or
license.

87.  On information and belief, National Beef’s infringement of the *486 Patent has
been willful.

88. IEH has been damaged and continues to be damaged by National Beef’s

infringement of the *486 Patent.
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89. IEH has suffered irreparable harm and will continue to suffer irreparable harm
unless National Beef is enjoined from infringing the *486 Patent.

90. National Beef’s infringement of the 486 Patent is exceptional and entitles IEH to
attorneys’ fees and costs incurred in prosecuting this action under 35 U.S.C. § 285.

REQUEST FOR RELIEF

A. Judgment that National Beef has directly and/or indirectly infringed the Asserted
Patents;

B. Judgment that National Beef’s infringement has been willful;

C. Anaward of damages adequate to compensate IEH for National Beef’s infringing
activities, including supplemental damages for any post-verdict infringement up until entry of the
final judgment with an accounting as needed, together with prejudgment and post-judgment
interest on the damages awarded; all of these damages to be enhanced in an amount up to treble
the amount of compensatory damages under 35 U.S.C. § 284;

D. A determination that this case is exceptional under 35 U.S.C. § 285 and awarding
IEH its reasonable costs and expenses of litigation, including attorneys’ and experts’ fees; and

E. A permanent injunction pursuant to 35 U.S.C. 8§ 283 enjoining National Beef, its
agents, employees, officers, attorneys, successors, assigns, and all persons in active concert or
participation with them, from further infringement of the Asserted Patents and from using
methods or making, offering for sale, or selling products that infringe one or more of the
independent claims of the patents either literally or under the doctrine of equivalents; and

F.  Such other and further relief as the Court may deem just and proper.

JURY DEMAND

IEH demands a trial by jury on all issues so triable.

17
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OF COUNSEL.:

Benjamin J. Byer

Xiang Li
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DAvVIS WRIGHT TREMAINE LLP
920 Fifth Avenue, Suite 3300
Seattle, WA 98104-1610

Tel: (206) 622-3150

Dated: August 1, 2023
10944732 / 23291.00001
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Respectfully submitted,
POTTER ANDERSON & CORROON LLP

By: /s/ David E. Moore

David E. Moore (#3983)

Bindu A. Palapura (#5370)
Andrew M. Moshos (#6685)
Andrew L. Brown (#6766)
Hercules Plaza, 6 Floor
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Wilmington, DE 19801

Tel: (302) 984-6000
dmoore@potteranderson.com
bpalapura@potteranderson.com
amoshos@potteranderson.com
abrown@potteranderson.com
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INFRINGEMENT OF U.S. PATENT NO. 7,534,584 BY NATIONAL BEEF’S POOLED TESTING METHOD!

Claim 1
Claim Limitations National Beef’s Pooled Testing Method
A method of sampling, testing and National Beef uses wet pooling when testing meat (specifically, beef) for bacterial
validating a plurality of operationally- pathogens (including Escherichia coli O157:H7, Salmonella, and Listeria, among
linked test lots of beef for release into many others) in what it describes as its “full service, on premise labs” that are “IL2A
commerce, comprising accredited for pathogen testing” and use “AOAC testing methods” as part of the

“control and assessment protocol” of its BioLogic Food Safety System (the “National
Beef Pooling Methods”)?. National Beef utilizes the National Beef Pooling Methods
throughout its six Food Safety Zones, including its Zones 2-5 on the harvest floor test
area (in which it claims to run 30,000 of its 65,000 tests annually, covering product
testing, surface and equipment testing, and environmental testing), and its Zone 1
prior to grinding and throughout production and packaging process.

National Beef’s pooled testing method is a method of sampling, testing and validating
a plurality of operationally-linked test lots of beef for release into commerce. For
example, National Beef uses its pooled testing method when testing meat
(specifically, beef) for bacterial pathogens (including Escherichia coli O157:H7,
Salmonella, and Listeria, among many others).

(@) collecting a plurality of portions from National Beef utilizes a collection method that includes collecting a plurality of

each of a plurality of separate portions from each of a plurality of separate operationally-linked test lots of beef,
operationally-linked test lots of beef, each | each to be validated for release into commerce, the test lots each comprising an

to be validated for release into commerce, | assemblage of one or more specimens from which the portions are collected, wherein

L 1EH contends that each of the claim limitations below is literally present in National Beef’s pooled testing methods. To the extent
National Beef contends otherwise for a particular limitation, IEH contends, in the alternative, that limitation is present under the
doctrine of equivalents.

2 See https://www.nationalbeef.com/food-safety, linked video described as “Control and assessment protocols allow us to provide
cleaner, safer beef for our customers.”
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Claim Limitations

National Beef’s Pooled Testing Method

the test lots each comprising an assemblage
of one or more specimens from which the
portions are collected, wherein each test lot
is separately sampled to conform to a
statistical-based sampling plan specifying,
for a particular microbial agent or
organism, a number of portions to be taken
sufficient to provide for validation and
release of the test lot into commerce;

each test lot is separately sampled to conform to a statistical-based sampling plan
specifying, for a particular microbial agent or organism, a number of portions to be
taken sufficient to provide for validation and release of the test lot into commerce.
For example, when testing five lots of beef trim, National Beef takes multiple
independent samples (portions/pieces) of beef trim—such as 60 samples—from each
of the five lots.

(b) combining the collected conforming
plurality of portions corresponding to each
of the separate test lots to provide a
corresponding set of separate test lot
samples, wherein each separate test lot
sample is attributed to a particular
corresponding separate test lot;

National Beef’s pooled testing method includes combining the collected conforming
plurality of portions corresponding to each of the separate test lots to provide a
corresponding set of separate test lot samples, wherein each separate test lot sample is
attributed to a particular corresponding separate test lot. For example, National
Beef’s collection process would take, for example, 60 independent samples
(pieces/portions) of beef trim from each of the five lots and separately add them into
five bags. Each bag contains samples drawn from a particular lot beef.

(c) incubating the set of separate test lot
samples under conditions suitable to allow
levels of target microbial agent or organism
that is present in one or more of the
separate test lot samples to reach detectable
levels and become uniform, or substantially
uniform, throughout the respective one or
more separate test lot samples, to provide a
set of separate test lot samples enriched for
the target microbial agent or organism

National Beef’s pooled testing method includes incubating the set of separate test lot
samples under conditions suitable to allow levels of target microbial agent or
organism that is present in one or more of the separate test lot samples to reach
detectable levels and become uniform, or substantially uniform, throughout the
respective one or more separate test lot samples, to provide a set of separate test lot
samples enriched for the target microbial agent or organism.
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Claim Limitations

National Beef’s Pooled Testing Method

(d) removing portions of each enriched
separate test lot sample, and combining the
removed portions to provide a modular
composite sample; and

National Beef’s pooled testing method includes removing portions of each enriched
separate test lot sample, and combining the removed portions to provide a modular
composite sample.

(e) testing of the modular composite
sample, using a suitable detection assay, for
the target microbial agent or organism,
wherein when such testing is negative all of
said separate test lots are validated for
release into commerce, and wherein when
such testing is positive, each of the
individual separate test lots are validated
for release into commerce, according to the
statistical-based sampling plan, by further
testing of a portion of the respective
enriched separate test lot sample using the
same or a more sensitive protocol and
obtaining a negative test result for each test
lot, wherein the enrichment in step c), prior
to removing portions in step d), is sufficient
to enable said validation of individual
separate test lots with no requirement for
further enrichment thereof, and with no
requirement for further sampling in a).

National Beef’s pooled testing method includes testing of the modular composite
sample, using a suitable detection assay, for the target microbial agent or organism,
wherein when such testing is negative all of said separate test lots are validated for
release into commerce.

National Beef’s pooled testing method also includes when such testing is positive,
each of the individual separate test lots are validated for release into commerce,
according to the statistical-based sampling plan, by further testing of a portion of the
respective enriched separate test lot sample using the same or a more sensitive
protocol and obtaining a negative test result for each test lot, wherein the enrichment
in step c), prior to removing portions in step d), is sufficient to enable said validation
of individual separate test lots with no requirement for further enrichment thereof, and
with no requirement for further sampling in a).
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Claim 17

Claim Limitations

National Beef’s Pooled Testing Method

A method of sampling, testing and
validating a plurality of operationally-
linked test lots of meat or poultry for
release into commerce, comprising

National Beef uses wet pooling when testing meat (specifically, beef) for bacterial
pathogens (including Escherichia coli O157:H7, Salmonella, and Listeria, among
many others) in what it describes as its “full service, on premise labs” that are “IL2A
accredited for pathogen testing” and use “AOAC testing methods” as part of the
“control and assessment protocol” of its BioLogic Food Safety System (the “National
Beef Pooling Methods”)®. National Beef utilizes the National Beef Pooling Methods
throughout its six Food Safety Zones, including its Zones 2-5 on the harvest floor test
area (in which it claims to run 30,000 of its 65,000 tests annually, covering product
testing, surface and equipment testing, and environmental testing), and its Zone 1
prior to grinding and throughout production and packaging process.

National Beef’s pooled testing method is a method of sampling, testing and validating
a plurality of operationally-linked test lots of beef for release into commerce.

(@) collecting a plurality of portions from
each of a plurality of operationally-linked
single-unit production lots of meat or
poultry, the single-unit production lots each
comprising an assemblage of one or more
production specimens from which the
portions are collected, wherein each single-
unit production lot is separately sampled to
conform to a statistical-based sampling plan
specifying, for a particular microbial agent
or organism, a number of portions to be
taken sufficient to provide for validation

National Beef utilizes a collection method that includes collecting a plurality of
portions from each of a plurality of operationally-linked single-unit production lots of
meat or poultry, the single-unit production lots each comprising an assemblage of one
or more production specimens from which the portions are collected, wherein each
single-unit production lot is separately sampled to conform to a statistical-based
sampling plan specifying, for a particular microbial agent or organism, a number of
portions to be taken sufficient to provide for validation and release of the single-unit
production lot into commerce. For example, when testing five lots of beef trim for a
particular microbial agent or organism (such as Escherichia coli 0157:H7,
Salmonella, and Listeria, among many others), National Beef takes multiple
independent samples (portions/pieces) of beef trim (such as 60 samples) from each of
the five lots.

3 See https://www.nationalbeef.com/food-safety, linked video described as “Control and assessment protocols allow us to provide

cleaner, safer beef for our customers.”
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Claim Limitations

National Beef’s Pooled Testing Method

and release of the single-unit production lot
into commerce;

(b) combining the collected conforming
plurality of product portions corresponding
to each of the separate single-unit
production lots to provide a corresponding
set of separate single-unit production lot
samples, wherein each separate single-unit
production lot sample is attributed to a
particular corresponding separate single-
unit production lot;

National Beef’s pooled testing method includes combining the collected conforming
plurality of portions corresponding to each of the separate test lots to provide a
corresponding set of separate test lot samples, wherein each separate test lot sample is
attributed to a particular corresponding separate test lot. For example, National
Beef’s collection process would take, for example, 60 independent samples
(pieces/portions) of beef trim from each of the five lots and separately adds them into
five bags. Each bag contains samples drawn from a particular lot beef.

(c) incubating the set of separate single-
unit production lot samples under
conditions suitable to allow levels of a
target microbial agent or organism that is
present in one or more of the separate
single-unit production lot samples to reach
detectable levels and become uniform, or
substantially uniform, throughout the
respective one or more separate single-unit
production lot samples, to provide a set of
separate single-unit production lot samples
enriched for the target microbial agent or
organism;

National Beef’s pooled testing method includes incubating the set of separate single-
unit production lot samples under conditions suitable to allow levels of a target
microbial agent or organism that is present in one or more of the separate single-unit
production lot samples to reach detectable levels and become uniform, or
substantially uniform, throughout the respective one or more separate single-unit
production lot samples, to provide a set of separate single-unit production lot samples
enriched for the target microbial agent or organism.
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Claim Limitations

National Beef’s Pooled Testing Method

(d) removing portions of each enriched
separate single-unit production lot sample,
and combining the removed portions to
provide a modular composite sample; and

National Beef’s pooled testing method includes removing portions of each enriched
separate single-unit production lot sample, and combining the removed portions to
provide a modular composite sample.

(e) testing of the modular composite
sample, using a suitable detection assay, for
the target microbial agent or organism,
wherein when such testing is negative all of
said separate single-unit production lot
samples are validated for release into
commerce, and wherein when such testing
is positive, individual separate single-unit
production lots are validated for release
into commerce, according to the statistical-
based sampling plan, by further testing of a
portion of the respective single-unit
production lot sample using the same or a
more sensitive protocol and obtaining a
negative test result for each single-unit
production lot, wherein the enrichment in
step c), prior to removing portions in step
d), is sufficient to enable said validation of
individual separate single-unit production
lots with no requirement for further
enrichment thereof, and with no
requirement for further sampling in a).

National Beef’s pooled testing method includes testing of the modular composite
sample, using a suitable detection assay, for the target microbial agent or organism,
wherein when such testing is negative all of said separate single-unit production lot
samples are validated for release into commerce.

National Beef’s pooled testing method also includes when such testing is positive,
individual separate single-unit production lots are validated for release into
commerce, according to the statistical-based sampling plan, by further testing of a
portion of the respective single-unit production lot sample using the same or a more
sensitive protocol and obtaining a negative test result for each single-unit production
lot, wherein the enrichment in step c), prior to removing portions in step d), is
sufficient to enable said validation of individual separate single-unit production lots
with no requirement for further enrichment thereof, and with no requirement for
further sampling in a).
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EXHIBIT F
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INFRINGEMENT OF U.S. PATENT NO. 8,822,143 BY NATIONAL BEEF’S POOLED TESTING METHOD!

Claim 1
Claim Limitations National Beef Pooling Testing Methods
A method of sampling and | National Beef uses wet pooling when testing meat (specifically, beef) for bacterial pathogens
testing for microbes in (including Escherichia coli O157:H7, Salmonella, and Listeria, among many others) in what it
multiple separate test lots, describes as its “full service, on premise labs” that are “IL2A accredited for pathogen testing” and use
comprising “AOAC testing methods” as part of the “control and assessment protocol” of its BioLogic Food

Safety System (the “National Beef Pooling Methods™)2. National Beef utilizes the National Beef
Pooling Methods throughout its six Food Safety Zones, including its Zones 2-5 on the harvest floor
test area (in which it claims to run 30,000 of its 65,000 tests annually, covering product testing,
surface and equipment testing, and environmental testing), and its Zone 1 prior to grinding and
throughout production and packaging process.

National Beef’s pooled testing method is a method of sampling and testing for microbes in multiple
separate test lots. For example, National Beef uses its pooled testing method when testing meat
(specifically, beef) for bacterial pathogens (including Escherichia coli O157:H7, Salmonella, and
Listeria, among many others).

(a) separately collecting National Beef utilizes a collection method that includes separately collecting multiple independent
multiple independent samples from each of multiple separate test lots, wherein each separate test lot is separately sampled
samples from each of by taking said multiple independent samples thereof. For example, when testing five lots of beef

multiple separate test lots, | trim, National Beef takes multiple independent samples (portions/pieces) of beef trim (such as 60
wherein each separate test | samples) from each of the five lots.

lot is separately sampled by
taking said multiple

L 1EH contends that each of the claim limitations below is literally present in the National Beef’s pooled testing method. To the extent
National Beef contends otherwise for a particular limitation, IEH contends, in the alternative, that limitation is present under the
doctrine of equivalents.

2 See https://www.nationalbeef.com/food-safety, linked video described as “Control and assessment protocols allow us to provide
cleaner, safer beef for our customers.”
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Claim Limitations

National Beef Pooling Testing Methods

independent samples
thereof;

(b) separately compositing
the collected multiple
independent samples from
each of the separate test lots
to provide a corresponding
set of separate composited
test lot samples, wherein
each of the separate
composited test lot samples
is attributed to a particular
corresponding separate test
lot;

National Beef’s pooled testing method includes separately compositing the collected multiple
independent samples from each of the separate test lots to provide a corresponding set of separate
composited test lot samples, wherein each of the separate composited test lot samples is attributed to
a particular corresponding separate test lot. For example, National Beef’s collection process would
take, for example, 60 independent samples (pieces/portions) of beef trim from each of the five lots
and separately add them into five bags. Each bag contains samples drawn from a particular lot beef.

(c) enriching each of the
separate composited test of
samples to provide a set of
separate composited test lot
samples enriched for the
target microbe(s);

National Beef’s pooled testing method includes enriching each of the separate composited test of
samples to provide a set of separate composited test lot samples enriched for the target microbe(s).

(d) removing portions of
each separate enriched
composited test lot sample,
and combining the removed
portions to provide a pooled
modular composite sample;
and

National Beef’s pooled testing method includes removing portions of each separate enriched
composited test lot sample, and combining the removed portions to provide a pooled modular
composite sample.
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Claim Limitations

National Beef Pooling Testing Methods

(e) testing of the pooled
modular composite sample,
using a suitable detection
assay, for the target
microbe(s), wherein when
such testing is negative all
of said samples that were
composited to form the
separate composited test lot
samples are deemed
negative for the target
microbe(s) and each of the
multiple separate test lots is
validated, and wherein
when such testing is
positive, each of the
individual separate
composited test lot samples
that were used to form the
pooled modular composite
sample are individually
tested to determine which
of the separate composited
test lot samples is positive
for the target microbe(s),
wherein the test lots
corresponding to any
negatively testing
composited test lot samples
are validated.

National Beef’s pooled testing method includes testing of the pooled modular composite sample,
using a suitable detection assay, for the target microbe(s), wherein when such testing is negative all of

said samples that were composited to form the separate composited test lot samples are deemed
negative for the target microbe(s) and each of the multiple separate test lots is validated.

National Beef’s pooled testing method includes, when such testing is positive, each of the individual
separate composited test lot samples that were used to form the pooled modular composite sample are
individually tested to determine which of the separate composited test lot samples is positive for the
target microbe(s), wherein the test lots corresponding to any negatively testing composited test lot

samples are validated.
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EXHIBIT G
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INFRINGEMENT OF U.S. PATENT NO. 9,637,771 BY NATIONAL BEEF’S POOLED TESTING METHOD!

Claim 1

Claim Limitations National Beef’s Pooled Testing Method

A method of sampling and testing for National Beef uses wet pooling when testing meat (specifically, beef) for bacterial

microbes in multiple separate test lots, pathogens (including Escherichia coli O157:H7, Salmonella, and Listeria, among

comprising many others) in what it describes as its “full service, on premise labs” that are “IL2A
accredited for pathogen testing” and use “AOAC testing methods” as part of the
“control and assessment protocol” of its BioLogic Food Safety System (the “National
Beef Pooling Methods”)?. National Beef utilizes the National Beef Pooling Methods
throughout its six Food Safety Zones, including its Zones 2-5 on the harvest floor test
area (in which it claims to run 30,000 of its 65,000 tests annually, covering product
testing, surface and equipment testing, and environmental testing), and its Zone 1
prior to grinding and throughout production and packaging process.
National Beef’s pooled testing method is a method of sampling and testing for
microbes in multiple separate test lots. For example, National Beef uses its pooled
testing method when testing meat (specifically, beef) for bacterial pathogens
(including Escherichia coli O157:H7, Salmonella, and Listeria, among many others).

(@) separately collecting multiple National Beef utilizes a collection method that includes separately collecting multiple

independent samples from each of multiple | independent samples from each of multiple separate lots, wherein each separate lot is

separate lots, wherein each separate lot is separately sampled by taking said multiple independent samples thereof. For

separately sampled by taking said multiple | example, when testing five lots of beef trim, National Beef takes multiple

independent samples thereof;

L 1EH contends that each of the claim limitations below is literally present in National Beef’s pooled testing method. To the extent
National Beef contends otherwise for a particular limitation, IEH contends, in the alternative, that limitation is present under the
doctrine of equivalents.

2 See https://www.nationalbeef.com/food-safety, linked video described as “Control and assessment protocols allow us to provide
cleaner, safer beef for our customers.”
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Claim Limitations

National Beef’s Pooled Testing Method

independent samples (portions/pieces) of beef trim (such as 60 samples) from each of
the five lots.

(b) separately compositing the collected
multiple independent samples from each of
the separate lots to provide a corresponding
set of separate composited lot samples,
wherein each of the separate composited lot
samples is attributed to a particular
corresponding separate lot;

National Beef’s pooled testing method includes separately compositing the collected
multiple independent samples from each of the separate lots to provide a
corresponding set of separate composited lot samples, wherein each of the separate
composited lot samples is attributed to a particular corresponding separate lot. For
example, National Beef’s collection process would take, for example, 60 independent
samples (pieces/portions) of beef trim from each of the five lots and separately adds
them into five bags. Each bag contains samples drawn from a particular lot beef.

(c) enriching each of the separate
composited lot samples to provide a set of
separate composited lot samples enriched
for the target microbe(s);

National Beef’s pooled testing method includes enriching each of the separate
composited lot samples to provide a set of separate composited lot samples enriched
for the target microbe(s).

(d) removing portions of each separate
enriched composited lot sample, and
combining the removed portions to provide
a pooled modular composite sample; and

National Beef’s pooled testing method includes removing portions of each separate
enriched composited lot sample, and combining the removed portions to provide a
pooled modular composite sample.
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Claim Limitations

National Beef’s Pooled Testing Method

(e) testing of the pooled modular
composite sample, using a suitable
detection assay, for the target microbe(s),
wherein when such testing is negative all of
said samples that were composited to form
the separate composited lot samples are
deemed negative for the target microbe(s)
and each of the multiple separate lots is
validated, and wherein when such testing is
positive, each of the individual separate
composited lot samples that were used to
form the pooled modular composite sample
are individually tested to determine which
of the separate composited lot samples is
positive for the target microbe(s), wherein
the lots corresponding to any negatively
testing composited lot samples are
validated.

National Beef’s pooled testing method includes testing of the pooled modular
composite sample, using a suitable detection assay, for the target microbe(s), wherein
when such testing is negative all of said samples that were composited to form the
separate composited lot samples are deemed negative for the target microbe(s) and
each of the multiple separate lots is validated.

National Beef’s pooled testing method also includes when such testing is positive,
each of the individual separate composited lot samples that were used to form the
pooled modular composite sample are individually tested to determine which of the
separate composited lot samples is positive for the target microbe(s), wherein the lots
corresponding to any negatively testing composited lot samples are validated.
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EXHIBIT H
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INFRINGEMENT OF U.S. PATENT NO. 9,845,486 BY NATIONAL BEEF’S PATHOGEN TESTING METHOD!

Claim 1
Claim Limitations National Beef’s Pathogen Testing Method
A method for detection of a particular National Beef conducts pathogen testing when testing meat (specifically, beef) for
bacterial pathogen or bacterial microbe, bacterial pathogens (including Escherichia coli O157:H7, Salmonella, and Listeria,
comprising: among many others) in what it describes as its “full service, on premise labs” that are

“IL2A accredited for pathogen testing” and use “AOAC testing methods” as part of
the “control and assessment protocol” of its BioLogic Food Safety System (the
“National Beef Pathogen Testing Methods”)?. National Beef utilizes the National
Beef Pooling Methods throughout its six Food Safety Zones, including its Zones 2-5
on the harvest floor test area (in which it claims to run 30,000 of its 65,000 tests
annually, covering product testing, surface and equipment testing, and environmental
testing), and its Zone 1 prior to grinding and throughout production and packaging
process.

National Beef’s pathogen testing methods are methods of detection of a particular
bacterial pathogen or bacterial microbe. For example, National Beef uses its
pathogen testing method when testing meat (specifically, beef) for bacterial pathogens
(including Escherichia coli O157:H7, Salmonella, and Listeria, among many others).

obtaining a test sample, the sample being National Beef utilizes a collection method that includes obtaining a test sample, the
solid or semi-solid; sample being solid or semi-solid. For example, when testing five lots of beef trim,

L 1EH contends that each of the claim limitations below is literally present in National Beef’s pathogen testing methods. These
methods include National Beef’s pooled testing, as well as other pathogen testing National Beef may use. To the extent National Beef
contends otherwise for a particular limitation, IEH contends, in the alternative, that limitation is present under the doctrine of
equivalents.

2 See https://www.nationalbeef.com/food-safety, linked video described as “Control and assessment protocols allow us to provide
cleaner, safer beef for our customers.”
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Claim Limitations

National Beef’s Pathogen Testing Method

National Beef takes multiple independent samples (portions/pieces) of beef trim (such
as 60 samples) from each of the five lots.

diluting the sample with liquid enrichment
medium at a ratio of sample to diluent
between about 1:0.1 to about 1:5 (wt./vol.)
or lesser dilution;

National Beef’s pathogen testing methods include diluting the sample with liquid
enrichment medium at a ratio of sample to diluent between about 1:0.1 to about 1:5
(wt./vol.) or lesser dilution.

incubating, in an incubator, the diluted
sample at an optimal temperature for the
particular bacterial pathogen or bacterial
microbe to be detected for a time period
sufficient to allow levels of the particular
bacterial pathogen or microbe to reach
levels detectable by use of an assay suitable
to detect the particular bacterial pathogen
or bacterial microbe; and

National Beef’s pathogen testing methods include incubating, in an incubator, the
diluted sample at an optimal temperature for the particular bacterial pathogen or
bacterial microbe to be detected for a time period sufficient to allow levels of the
particular bacterial pathogen or microbe to reach levels detectable by use of an assay
suitable to detect the particular bacterial pathogen or bacterial microbe.

determining, by assaying the diluted
incubated test sample, or a portion thereof,
with the assay suitable to detect the
particular bacterial pathogen or bacterial
microbe, whether the sample is
contaminated with the particular bacterial
pathogen or bacterial microbe.

National Beef’s pathogen testing methods include determining, by assaying the
diluted incubated test sample, or a portion thereof, with the assay suitable to detect
the particular bacterial pathogen or bacterial microbe, whether the sample is
contaminated with the particular bacterial pathogen or bacterial microbe.
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Claim 9

Claim Limitations

National Beef’s Pathogen Testing Method

The method of claim 1,

See above analysis for Claim 1.

wherein obtaining a sample is obtaining a
standard Lot-unit sample.

National Beef utilizes a collection method that includes obtaining a standard Lot-unit
sample. For instance, in the commercial beef industry, a “lot” of beef trim may
consist of a combo-bin consisting 2,000 pounds of beef trim. Standard Lot-unit
samples are commonly used to test beef for bacterial pathogens or bacterial microbes
in the commercial beef industry. National Beef uses its pathogen testing methods for
commercial testing of beef.

Claim 10

Claim Limitations

National Beef’s Pathogen Testing Method

The method of claim 1,

See above analysis for Claim 1.

wherein the sample is a composite-Lot
sample, corresponding to a combination of
samples selected from the group consisting
of samples or subsamples taken from
sublots/lots of raw or processed samples,
environmental samples, industrial samples,
pharmaceutical samples, bio-solid samples,
samples taken by spore traps, settled dust,
impingers, or filtration, and combinations
thereof.

National Beef utilizes a collection method that includes using a composite-Lot sample
corresponding to a combination of samples selected from the group consisting of
samples or subsamples taken from sublots/lots of raw or processed samples. For
instance, in the commercial beef industry, a “lot” of beef trim may consist of a
combo-bin consisting 2,000 pounds of beef trim. Composite-Lot samples
corresponding to a combination of samples selected from sublots/lots of raw or
processed samples are commonly used to test beef for bacterial pathogens or bacterial
microbes in the commercial beef industry. National Beef uses its pathogen testing
methods for commercial testing of beef.
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purpose of initiating the civil docket sheet.

(SEE INSTRUCTIONS ON NEXT PAGE OF THIS FORM.)

L.

(a) PLAINTIFFS

Institute for Environmental Health, Inc

(b) County of Residence of First Listed Plaintiff

King County, WA

DEFENDANT

(EXCEPT IN U.S. PLAINTIFF CASES)

(C) Attorneys (Firm Name, Address, and Telephone Number)

Potter Anderson & Corroon LLP, 1313 N. Market Street, 6th Floor,
Wilmington, DE 19801, 302-984-6000

NOTE:

S

Attorneys (If Known)

National Beef Packing Company, LLC

County of Residence of First Listed Defendant

(IN U.S. PLAINTIFF CASES ONLY)

IN LAND CONDEMNATION CASES, USE THE LOCATION OF
THE TRACT OF LAND INVOLVED.

II. BASIS OF JURISDICTION (Piace an “X” in One Box Only) III. CITIZENSHIP OF PRINCIPAL PARTIES (Piace an “X” in One Box for Plaintiff’
(For Diversity Cases Only) and One Box for Defendant)
3 1 U.S. Government X 3 Federal Question PTF DEF PTF DEF
Plaintiff (U.S. Government Not a Party) Citizen of This State m | O 1 Incorporated or Principal Place o4 04
of Business In This State
3 2 U.S. Government 3 4 Diversity Citizen of Another State O 2 O 2 Incorporated and Principal Place as5 Aas
Defendant (Indicate Citizenship of Parties in Item III) of Business In Another State
Citizen or Subject of a a3 O 3 Foreign Nation g6 06
Foreign Country
IV. NATURE OF SUIT (Piace an “X” in One Box Only) Click here for: Nature of Suit Code Descriptions.
| CONTRACT TORTS FORFEITURE/PENALTY BANKRUPTCY OTHER STATUTES ]
3 110 Insurance PERSONAL INJURY PERSONAL INJURY |3 625 Drug Related Seizure O 422 Appeal 28 USC 158 3 375 False Claims Act
3 120 Marine 3 310 Airplane O 365 Personal Injury - of Property 21 USC 881 |3 423 Withdrawal 3 376 Qui Tam (31 USC
3 130 Miller Act 3 315 Airplane Product Product Liability 3 690 Other 28 USC 157 3729(a))
[ 140 Negotiable Instrument Liability O 367 Health Care/ O 400 State Reapportionment
3 150 Recovery of Overpayment | (3 320 Assault, Libel & Pharmaceutical PROPERTY RIGHTS 3 410 Antitrust
& Enforcement of Judgment Slander Personal Injury [ 820 Copyrights O 430 Banks and Banking
3 151 Medicare Act 3 330 Federal Employers’ Product Liability X 830 Patent 3 450 Commerce
[ 152 Recovery of Defaulted Liability 3 368 Asbestos Personal [ 835 Patent - Abbreviated O 460 Deportation
Student Loans O 340 Marine Injury Product New Drug Application O 470 Racketeer Influenced and
(Excludes Veterans) 3 345 Marine Product Liability [ 840 Trademark Corrupt Organizations
3 153 Recovery of Overpayment Liability PERSONAL PROPERTY LABOR SOCIAL SECURITY 3 480 Consumer Credit
of Veteran’s Benefits 3 350 Motor Vehicle [ 370 Other Fraud [ 710 Fair Labor Standards [ 861 HIA (1395ff) (15 USC 1681 or 1692)
3 160 Stockholders’ Suits 3 355 Motor Vehicle O 371 Truth in Lending Act O 862 Black Lung (923) 3 485 Telephone Consumer
[ 190 Other Contract Product Liability [ 380 Other Personal 3 720 Labor/Management 3 863 DIWC/DIWW (405(g)) Protection Act
3 195 Contract Product Liability | 360 Other Personal Property Damage Relations 3 864 SSID Title XVI 3 490 Cable/Sat TV
3 196 Franchise Injury O 385 Property Damage O 740 Railway Labor Act 3 865 RSI (405(g)) O 850 Securities/Commaodities/
3 362 Personal Injury - Product Liability 3 751 Family and Medical Exchange
Medical Malpractice Leave Act 3 890 Other Statutory Actions
| REAL PROPERTY CIVIL RIGHTS PRISONER PETITIONS | 790 Other Labor Litigation FEDERAL TAX SUITS 3 891 Agricultural Acts
3 210 Land Condemnation O 440 Other Civil Rights Habeas Corpus: 3 791 Employee Retirement 3 870 Taxes (U.S. Plaintiff O 893 Environmental Matters
O 220 Foreclosure O 441 Voting [ 463 Alien Detainee Income Security Act or Defendant) O 895 Freedom of Information
[ 230 Rent Lease & Ejectment O 442 Employment 3 510 Motions to Vacate [ 871 IRS—Third Party Act
3 240 Torts to Land 3 443 Housing/ Sentence 26 USC 7609 3 896 Arbitration
3 245 Tort Product Liability Accommodations 3 530 General 3 899 Administrative Procedure
3 290 All Other Real Property O 445 Amer. w/Disabilities - | 3 535 Death Penalty IMMIGRATION Act/Review or Appeal of
Employment Other: 3 462 Naturalization Application Agency Decision
3 446 Amer. w/Disabilities - | O 540 Mandamus & Other |3 465 Other Immigration O 950 Constitutionality of
Other 3 550 Civil Rights Actions State Statutes
3 448 Education 3 555 Prison Condition
3 560 Civil Detainee -
Conditions of
Confinement

V. ORIGIN (Place an “X” in One Box Only)

X1 Original

Proceeding

3 2 Removed from
State Court
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Remanded from
Appellate Court

3 4 Reinstated or

Reopened

O 5 Transferred from
Another District
(specify)

Transfer

3 6 Multidistrict
Litigation -

O 8 Multidistrict
Litigation -
Direct File

VI. CAUSE OF ACTION

§ 1 et

seq.

%1t5e tLIJle U.S. Civil Statute under which you are filing (Do not cite jurisdictional statutes unless diversity):

Patent in
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VII. REQUESTED IN (0 CHECK IF THIS IS A CLASS ACTION DEMAND $ CHECK YES only if demanded in complaint:
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INSTRUCTIONS FOR ATTORNEYS COMPLETING CIVIL COVER SHEET FORM JS 44
Authority For Civil Cover Sheet

The JS 44 civil cover sheet and the information contained herein neither replaces nor supplements the filings and service of pleading or other papers as
required by law, except as provided by local rules of court. This form, approved by the Judicial Conference of the United States in September 1974, is
required for the use of the Clerk of Court for the purpose of initiating the civil docket sheet. Consequently, a civil cover sheet is submitted to the Clerk of
Court for each civil complaint filed. The attorney filing a case should complete the form as follows:

L.(a)

(b)

(©)

1I.

1.

Iv.

VL

VIIL.

VIIIL.

Plaintiffs-Defendants. Enter names (last, first, middle initial) of plaintiff and defendant. If the plaintiff or defendant is a government agency, use
only the full name or standard abbreviations. If the plaintiff or defendant is an official within a government agency, identify first the agency and
then the official, giving both name and title.

County of Residence. For each civil case filed, except U.S. plaintiff cases, enter the name of the county where the first listed plaintiff resides at the
time of filing. In U.S. plaintiff cases, enter the name of the county in which the first listed defendant resides at the time of filing. (NOTE: In land
condemnation cases, the county of residence of the "defendant" is the location of the tract of land involved.)

Attorneys. Enter the firm name, address, telephone number, and attorney of record. If there are several attorneys, list them on an attachment, noting
in this section "(see attachment)".

Jurisdiction. The basis of jurisdiction is set forth under Rule 8(a), F.R.Cv.P., which requires that jurisdictions be shown in pleadings. Place an "X"
in one of the boxes. If there is more than one basis of jurisdiction, precedence is given in the order shown below.

United States plaintiff. (1) Jurisdiction based on 28 U.S.C. 1345 and 1348. Suits by agencies and officers of the United States are included here.
United States defendant. (2) When the plaintiff is suing the United States, its officers or agencies, place an "X" in this box.

Federal question. (3) This refers to suits under 28 U.S.C. 1331, where jurisdiction arises under the Constitution of the United States, an amendment
to the Constitution, an act of Congress or a treaty of the United States. In cases where the U.S. is a party, the U.S. plaintiff or defendant code takes
precedence, and box 1 or 2 should be marked.

Diversity of citizenship. (4) This refers to suits under 28 U.S.C. 1332, where parties are citizens of different states. When Box 4 is checked, the
citizenship of the different parties must be checked. (See Section III below; NOTE: federal question actions take precedence over diversity
cases.)

Residence (citizenship) of Principal Parties. This section of the JS 44 is to be completed if diversity of citizenship was indicated above. Mark this
section for each principal party.

Nature of Suit. Place an "X" in the appropriate box. If there are multiple nature of suit codes associated with the case, pick the nature of suit code
that is most applicable. Click here for: Nature of Suit Code Descriptions.

Origin. Place an "X" in one of the seven boxes.

Original Proceedings. (1) Cases which originate in the United States district courts.

Removed from State Court. (2) Proceedings initiated in state courts may be removed to the district courts under Title 28 U.S.C., Section 1441.
Remanded from Appellate Court. (3) Check this box for cases remanded to the district court for further action. Use the date of remand as the filing
date.

Reinstated or Reopened. (4) Check this box for cases reinstated or reopened in the district court. Use the reopening date as the filing date.
Transferred from Another District. (5) For cases transferred under Title 28 U.S.C. Section 1404(a). Do not use this for within district transfers or
multidistrict litigation transfers.

Multidistrict Litigation — Transfer. (6) Check this box when a multidistrict case is transferred into the district under authority of Title 28 U.S.C.
Section 1407.

Multidistrict Litigation — Direct File. (8) Check this box when a multidistrict case is filed in the same district as the Master MDL docket.
PLEASE NOTE THAT THERE IS NOT AN ORIGIN CODE 7. Origin Code 7 was used for historical records and is no longer relevant due to
changes in statue.

Cause of Action. Report the civil statute directly related to the cause of action and give a brief description of the cause. Do not cite jurisdictional
statutes unless diversity. Example: U.S. Civil Statute: 47 USC 553 Brief Description: Unauthorized reception of cable service

Requested in Complaint. Class Action. Place an "X" in this box if you are filing a class action under Rule 23, F.R.Cv.P.
Demand. In this space enter the actual dollar amount being demanded or indicate other demand, such as a preliminary injunction.
Jury Demand. Check the appropriate box to indicate whether or not a jury is being demanded.

Related Cases. This section of the JS 44 is used to reference related pending cases, if any. If there are related pending cases, insert the docket
numbers and the corresponding judge names for such cases.

Date and Attorney Signature. Date and sign the civil cover sheet.
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