Sandra Eskin

Deputy Under Secretary

U.S. Department of Agriculture

Office of Food Safety

Room: 210-W, Jamie Whitten Building
1400 Independence Ave.

Washington, DC, 20250

February 11, 2022
Dear Deputy Under Secretary Eskin:

We write to share our concerns about the new trial line-speed program that FSIS recently
announced for New Swine Inspection System (“NSIS”) establishments. As many of our
organizations have written in formal comments, the agency’s NSIS rule lacks adequate safeguards to
protect consumers from foodborne illness threats that are likely to emerge as a result of higher line
speeds, a reduced inspection force, and the elimination of microbiological testing standards. For
these reasons, we continue to oppose implementation of the NSIS rule and the trial program that
would increase line speeds for participating plants. Should the agency nevertheless move forward
with the proposed trial, we recommend you adopt additional safeguards to better protect consumers
from the NSIS program’s deficiencies and better ensure compliance with the agency’s waiver
regulations.

We continue to be greatly concerned about the Trump administration’s NSIS rule, which
transfers a number of critical federal inspectors’ responsibilities to slaughter-plant employees, with
no mandatory training or education, and no applicable pathogen performance standards by which to
evaluate establishments. We were buoyed by the Biden administration’s decision last year not to
appeal a federal district court decision that found the rule’s lifting of line-speed limits unlawful. The
agency’s new trial program could reverse this progress, however, lifting line-speed limits again and
reinstating the program championed by the prior administration. As you are undoubtedly aware,
between 2014 and 2017, the slaughter plants that piloted the NSIS operated only 12.5% faster than
comparably sized traditional plants but had nearly #wice the violation rates for contamination with
fecal matter, digestive contents, and milk.!

According to FSIS, its new line-speed trial program is designed in part to facilitate
experimentation to protect food safety, but the program’s requirements do not adequately advance
that objective. The trial program merely requires that establishments not receive a public health alert
and enforcement action as a result of a Food Safety Assessment (“FSA”) in the last 120 days, but
much more is needed to protect public health. Indeed, a number of the establishments requesting
permission to enter the trial program have had serious issues, even though they did not result in a
public health alerts or FSA-generated enforcement action. For example, the most recent
establishment-specific data for sa/monella in pork show that 36% of the comminuted product in

' Kimberly Kindy, Pork Plants in a USDA Test Program Had Higher Contamination Rates Than Traditional
Plants, Washington Post, Feb. 18, 2021, www.washingtonpost.com/politics/pork-plants-
contamination/2021/02/18/8d90c986-7133-11eb-93be-c10813e358a2 story.html.




Clemons Food Group’s Hatfield NSIS plant tested positive in the last fiscal year.? This was
substantially higher than the average large establishment’s rate (19%) over the same time period.® It
bears emphasis that the public does not have a complete picture of the true performance of any of
the plants seeking to enter FSIS’s trial program, since in the past the agency evaluated the NSIS-pilot
slaughter plants based on now-abandoned, whole-carcass-verification tests as well as exploratory
sampling of cuts of pork (presumably because not every slaughter facility produces comminuted
product). In the last fiscal year, the agency only tested cuts of pork for #wo of the NSIS plants
applying to the trial program, so the public cannot easily evaluate and compare these NSIS plants to
each other or to other large slaughter plants.

Further, we are aware that a number of NSIS plants, including some that are seeking to
enter the trial program, have had serious problems with plant-employee sorters not being able to
perform sorting, including critical tasks such as incising and palpating animals’ lymph nodes.
Accompanying this letter are some agency summaries of Memoranda of Interview and
Noncompliance Reports that document these problems, many of which occurred long after the
plants had been approved to operate under NSIS.* These problems appear to stem from
establishments’ decisions to reduce the numbers of sorters and not provide training for their
employees under NSIS.*> This is perhaps not surprising as the NSIS rule had no requirements that
establishments train their plant employees on these tasks, notwithstanding that they are vital for the
detection of setious food safety issues like septicenria.®

Given this, the agency should only grant waivers to establishments that can demonstrate an
established track record of exceptional food safety performance under NSIS. Specifically, plants
should meet the following criteria—which are additional to those detailed in the agency’s recent
letter inviting NSIS plants to join the trial. Plants must:

. have a substantially lower non-compliance rate for fecal matter, digestive matter, and milk
contamination (9 C.F.R. 310.18) than plants with comparable production volumes;

e  not have a substantially higher non-compliance rate for failing to incise lymph nodes than
other NSIS plants (9 C.F.R 310.25(b));

> USDA, Raw Pork Products Sampling Data (current), Samples collected from October 1, 2020 to
September 30, 2021, https://www.fsis.usda.gov/sites/default/files/media file/2022-

01/FSIS Pork Data FY21Q4.xlsx. (data for Est. Id. “6408”).

> USDA, Quarterly Sampling Reports on Salmonella, https://www.fsis.usda.gov/science-data/data-
sets-visualizations/microbiology/microbiological-testing-program-rte-meat-and-7 (combined
comminuted data for First through Fourth Quarters October 1, 2020 to September 30, 2021).

* Attached at Exhibit A.

> See e.g, id. at A-7, A-10, A-13 (showing that the problems stemmed from stationing only one sorter
at the head station for an extended periods of time).

% As the agency has indicated: ““[c]arcasses and parts . . . that exhibit signs of septicemia, toxemia,
pyemia, or cysticercosis during post-mortem examination are likely to contain infectious agents, such
as bacteria, virus, richettsia, fungus, protozoa, or helminth organisms, which can be transmitted to
humans. For this reason, they present a food safety risk if they are permitted to enter the cooler.”

83 Fed. Reg. 4780, 4793 (Feb. 1, 2018).




. have substantially lower sa/monella positive rates than plants of similar production volumes
and not have a substantially higher positive rates than other NSIS plants;

. show the increased line speed will not negatively impact FSIS employee safety or interfere
with inspection procedures (e.g., information about safety protocols or line configuration);
and

e  document how they obtained this minimal level of performance under NSIS, identifying

concrete measures they have taken to address each issue, such as training measures or
standards employed to ensure adequate sorter performance; wherever feasible,
establishments should incorporate these concrete measures as actions they will take to
implement their HACCP plans.

Fulfilling these criteria will help protect public health and establish a baseline of procedures
that establishments have employed to avoid problems at NSIS facilities (particularly now, when line
speeds have presumably been lower). This will allow the agency to test the effects of line-speed
increases alone and ensure that the agency complies with its regulations, which only allow waivers to
test new procedures, equipment, or processing techniques to “facilitate definite improvements.”’
This is particularly important if the agency were to adopt the Trump administration’s interpretation
that the regulation’s “definite improvement” requirement is met if there is an increase in line speeds
and “no diminution in the food safety profile of the finished product.”® To the extent there are any
industry-wide data-collection or performance limitations that would prevent the agency from
evaluating plants’ compliance with the above criteria, the agency should correct these issues before
the program begins.

Prior to approving any waiver application, FSIS should ensure that adherence to all waiver
criteria is fully documented, consistent with the recommendation of the USDA Office of Inspector
General’s (“OIG” ) March 2021 audit of the agency’s regulatory-waiver program.” Moreover, the
agency should regularly monitor admitted plants’ compliance with these criteria after the trial
program begins. Like it has done with some of the plants granted line-speed waivers in the past,
such as the Clemons Food Group plant in Coldwater, the agency should increase the frequency of
its verification tasks relevant to the waiver for at least the first 90 days after implementation.
Thereafter, the agency should periodically assess whether the admitted establishments are adhering
to the above criteria—at least every 90 days—and revoke their line-speed waivers if they are not.

Our recommended criteria and implementation processes are no surrogate for more
comprehensive reforms to the agency’s hog slaughter inspection—including updated, enforceable,
microbial testing standards—that the agency should work to develop and implement as soon as
possible. Should the agency choose to go forward with its proposed line speed waiver program, the

79 C.F.R. § 303.1(h) (2021).

® 83 Fed. Reg. 49,048, 49,053 (Sept. 28, 2018).

? Office of Inspector General Report, FSIS Waiver of Regulatory Requirements, at 6, OIG Report 24601-
0007-31 (Mar. 26, 2021).



adoption of these recommendations would help to better protect consumers from the food safety
risks posed by deficiencies in the NSIS program. Thank you for your consideration.

Sincerely,
/s/ Zach Corrigan Thomas Gremillion Jaydee Hansen Mitzi D. Baum
Senior Staff Attorney Director of Food Policy  Policy Director Chief Executive Officer
Food & Water Watch Consumer Federation Center for Food Safety ~ Stop Foodborne Illness

of America
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Ex.|A-2

10:12 Wednesday, February 6, 2019

MOI_Agenda

Present: Agency Representatives:

Establishment Representatives:

Following was discussed at
approximately 1000 hours on Friday, November 30, 2018 in FSQA
conference room: USDA/FSIS has not been able to hold meetings on
11/16/2018 and 11/23/2018 because of staffing issues. Therefore there is
no weekly meeting documentation in PHIS for dates previously
mentioned. I!:il!%# inquired about any consumer complaints or
returned product . gainformed us that there has been a complaint
received. It was received on Thursday from [{(JNC)IEM. The complaint

involved a metal concern. said the plant was starting the investigation

and would keep us informed. [(JN(M reviewed available SIP records
all negative. A few weeks ago,({(S)N(S)Jll discussed that request for OT
that was just an hour for a shift may not be honored. Since that time
you, the establishment, have made requests for OT for about 4 hours on
second shift on Sunday. On Nov 18 and Nov 25 the written email request
to the inspector was requesting OT for a few hours for second shift, but
then the first shift inspector was informed that coverage was not needed
on Sunday after 5 pm. If there is a change to the request for OT that
change needs to be communicated in writing. It would not be sufficient to
inform the first shift inspector verbally of that change. Any change to OT
request needs to be made when the inspector covering that OT is on duty,
otherwise there is no way for the inspector to become aware of the
change. The inspector was informed that they are to work the original
OT request until we receive a new request in writing. Therefore, you, the
establishment, would be charged for the original request for OT hours.
FSIS has an obligation to assure effective and efficient use of Inspection.
Therefore, if the plant management request OT inspection, we would
assume that you reasonably need that inspection time and our inspectors
would be utilized to verify your process. On Nov 18 and 25 you
requested second shift OT but failed to utilize it. Management needs to
note that OT is a request and if the inspectors are not being utilized
during OT we may consider denying the requests for overtime in the
future. (YN inform the plant of the outcome of the Robust
Systemic Approach task. On Friday the 30th weekly meeting | reviewed
the written RSA and the daily records. | confirm that what the
establishment 00791 Clemens Food Groups LLC. state in the program is
exactly what it is happening. The task has been completed in the PHIS

463
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System. MOI about my review is completed and discussed today Friday
the 30th with the management at the weekly meeting. A copy of the MOI
that indicate the monthly RSA task has completed and evaluated will be
sent to the DVMS. [{s)N()Jll informed the plant management that | will
not sign any export certificates unless it is completely filled accurately
and No abbreviations is allow. Furthermore[{s)N(S)Jll emphasized that
the product name must be written the same way as it is on the label of
the product. [{SJR(S)M and[{JX(C) I met with({)R(S)] on November
27, 2018 to observe the establishment perform its pre shipment review
process. She explained her process to us and all looks ok so far but the
final paper work which shows all CCPs have met and SSOP records have
been reviewed is on establishment internal electronic program which is
not available for review when IPPs review records. Therefore,
establishment needs to provide the document for review by the IPP.
Some of the metal nipples in the pens need attention. There is a work
order in for pen 30 and 31 the water nipples slide towards the wall and at
times animals struggle to get water. [{s)X{3)] stated a work order
has been submitted and should be completed this weekend.
Establishment did install additional nipples and plans to remove the ones

his issue has already
: and
Establishment stated it is required to have one cut as
per HIMP program. IPP will verify. Kidneys are not being popped
properly. They are still incased in fat or its thin white shell. This issue has
already been brought to the attention of [{SJK(5)) and
(b) (6) . When inspector goes to perform Zero Tolerance
Check at the end of the line, there are two individuals that stop trimming
fat from inside the belly (which establishment has a SOP for) and start
inspecting carcass prior to inspectors inspection, Why? This is the same
issue({S)N(S) I brought to establishments’ attention when he first
joined. Establishment collects lard (leaf lard) on the clean side. Two
conveyors which carry lard down a chute also include kidneys going down
the same chute. According regulation 319.702(a) lard is the fat rendered
from clean and sound edible tissues from swine. The tissues may be fresh,
frozen, cooked, or prepared by other processes approved by the
Administrator in specific cases, upon his determination that the use of
such processes will not result in the adulteration or misbranding of the
lard. The tissues shall be reasonably free from blood, and shall not include
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EstNbr

M791C

EstName

Clemens Food
Group, LLC

NR#

| QCFO41
| 503551
3N-1

Table: Noncompliance Reports in Response to FOIA2020-128

Date

03/13/2019

| Shift | Task

TaskName

1| 06D0 | Other

2

inspection
Requirements

Ex. A-18

08:41 Friday, January 17. 2020

Regs | Description Status
303.1{h}, On March 13, 2019 at approximately 1332 hours CLOSED
310.1{a} while performing his off-line inspection dutie<{J{J)

| observed an Other Inspection
Requirements noncompliance.'While inspecting

| the 12 heads on the head rack at the
establishments head inspection area [(SYS TN
noticed that a head had an un-incised mandibular
lymph node. [{}I(G)] immediately notified
(b)(6) of his
findings and that he will document them in an NR.
The immediate corrective action was to have the
mandibular lymph node incised. After inspection
of the newly incised lymph node, {{e}I{:)]

~ found the head free of pathological concerns [[(J1®

lm findings on Wednesday, March

| 13,2019: At Approximately 0955 hours(3IE)

|EMW discovered two heads out of

| approximately 20, with un-incised lymph nodes.

| One head had neither lymph node incised. The
other head, only one lymph node was un-incised.

[ESTETI spoke with

 of the findings [[§JW immediately had the lymph
nodes incised and ([ MMM faund them free
from pathological cancern [Vl exp!ained
the importance of making sure all heads are 100%
checked by establishment sorters. [[§J{gY agreed
and said he would talk to his team members. At
Approximately 1310 hours({{3Y 2
observed, out of 16 heads on the rack, one had an
un-incised lymph nade [[SYE Illlshowed
EY R e fincing. (BTG
immediately had the lymph node incised.[[§1E)
[N found the head to be free from
pathological cancecn. [[SYE) I spoke with{{STBY
and explained how this was the second finding
today regarding un-incised lymph nodes.[[I(3)
understood the importance and said he would
talk to the team members about the importance
of incising all lymph nodes. This isin
Noncompliance with the following regulation(s):
9 CFR 303.1(h) The Administrator may in specific

678
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