OTHER CONSUMER PROTECTI ONS TECHNI CAL PAPER

Current Procedures for Addressi ng OCP Concerns
FSIS OCP activities can be grouped under seven

headi ngs:

(1) Food Standards/ Food Labeling

(2) Food Labeling - Net Weight

(3) Food Labeling - Species ldentification

(4) Food Labeling - Nutrition Labeling

(5) Economc Adulteration of Raw Product

(6) Raw Product Quality After Slaughter (Reinspection)

(7) Carcass Sorting
A.  Food Standards/ Food Label i ng

The food standards enforced by FSIS include several
different types of requirenments. There are minimumlimts
for the neat or poultry content, e.g., beef stew nust
contain a mni mum of 25% beef. There are limts for fat,
added water, and protein content, e.g., fresh pork sausage
can contain no nore than 50%fat. There are required
ingredients, e.g., Italian sausage nust contain fennel or
ani se or both. There are requirenments for maxi num wei ght
gai n during processing, e.g., corned beef brisket can weigh
no nore than 20% over the weight of the fresh uncured

brisket. Finally, there are processing specifications,



e.g., barbecued neat nust be prepared using dry heat from
burni ng wood or coal s therefrom

FSI'S engages in a variety of activities to ensure that
i ndustry conplies with food standards. These activities
i ncl ude | abel review and approval, |aboratory anal yses of
product sanples, and in-plant inspection activities. The
type of activity FSIS enploys is determ ned by the nature of
the requirenent. The prior |abel approval system has
provi ded a check to ensure that the formula for a particul ar
product is consistent with the standard. |In-plant
i nspection activities are conducted to deterni ne whether the
approved fornmula is being foll owed, to determ ne whet her
weight gain limts are net, and to determ ne whether the
right label is being applied to the product. Laboratory
anal yses are conducted on product sanples to check for
conpliance with fat, water, and protein [imts and to verify
that an establishnent's QC programrelated to fat, water, or
protein limts is working.

Food | abeling is included under the sanme headi ng as food
standards in this docunent because the activities enpl oyed
to ensure that |labeling is truthful are the sane as those
used to ensure conpliance with food standards. For exanpl e,
anal yzing a ground beef sanple for fat can determ ne both

whet her there is conpliance with the food standard (nmaxi mum



of 30 percent), and whether a |abeling claimof 20 percent
fat is truthful. Cbserving the fornulation of a product
during production can deternine both whether there is
conpliance with a m nimum nmeat requirenent, and whet her the
list of ingredients is accurate. Thus, |abel review and
approval , in-plant inspection procedures, and | aboratory
anal yses are described in the discussion that follows as
they apply both to food standards and to | abeling
requirenents.
1. Label Review and Approva

FSI'S conducts a prior approval programfor |abels used
on federally inspected neat products and poultry products.
Under this program an application that includes the |abel,
formul ation information, a description of processing
procedures that is sufficient to support the accuracy of the
| abel, and handling information is submtted to FSIS. The
application nust identify any product quality or nutrient
content clainms that will be included on the | abel and nust
include information to support the accuracy of such cl ains.

FSIS reviews the application to ensure that the
| abeling conplies with all Federal regulations and | abeling
policies. For exanple, FSIS reviews the fornula to ensure
that it is consistent with existing product standards, e.g.,

the fornmula for a neat stew woul d have to neet the



standard's requirenent for not |less than 25 percent neat of
t he species naned on the |abel, conputed on the wei ght of
the fresh nmeat. Fornulas are reviewed and neasured agai nst
bot h food standards published as regul ati ons and al

informal interpretive standards in the Standards and
Label i ng Pol i cy Book.

If the label is going to include a production claim
e.g., aclaimrelated to how the animals or birds used in
the product were raised or fed, the application would have
to include a description of the process or procedures used
to ensure the validity of the claim This policy was
reiterated in the FSIS Federal Register Notice, “Certified
Organic By” Labeling on Meat and Poultry Products
64 FR 17607).

FSI'S significantly changed the | abel approval process
in a final rule published on Decenber 29, 1995 (60 FR 6744).
This rul e expanded the category of generically approved
| abel s. Generically approved | abels can be used on neat
products and poultry products w thout individual review by
FSIS before use. Today, the majority of new | abels are
generically approved. FSIS is conducting an audit of how
wel | generic approval is working. The preanble to the 1995

final rule stated that the Agency woul d consi der expandi ng



the generic approval system after conducting such an
assessnment of the system

FSIS is exam ning the continuing need for a prior
approval system Like any other review or inspection
activity, the prior approval system does not guarantee 100
percent conpliance. |In the early 1990's, FSI'S conducted
studies to exam ne the effectiveness of the prior |abe
review system The data it coll ected showed that nore than
25 percent of the incom ng applications had one or nore
di screpancies (any variation froman existing regulation or
policy). In FY 1991, 13.6 percent of applications were
returned with a rejection letter. Another simlar nunber
(estimated 14 percent) were corrected during the review
process and then passed for approval. Thus, during the
early 1990's, an estimted 27.6 percent of applications
arrived at the Agency with sone deficiency. Wile these
findings could be used to support the need for FSIS review
and approval, the deficiency rate of 27.6 percent indicates
that many establishnments were leaving it to FSIS to sort
acceptabl e | abel s from unacceptable | abels, and to correct
or provide guidance for correcting the labels. FSISis
continuing to evaluate the need for prior |abel approval and

wi |l consider proper roles and responsibilities when



considering alternative verification and enforcenent
activities.
2. In-Plant |nspection Tasks

In-plant inspection tasks enployed to ensure conpliance
with food standards or food |abeling requirenents conpl enent
the prior |abel approval system The prior |abel approval
system provi des a correct |abel, and the in-plant tasks of
FSI'S i nspection program personnel ensure that production
practices are consistent with the label. Wth these
conpl ementary activities, neither the FSIS in-plant
i nspecti on personnel nor industry personnel have had to
beconme totally famliar with the extensive and conpl ex
requi renents inposed by food standards and food | abeling
regul ati ons.

The foll ow ng discussion of FSIS in-plant inspection
activities refers to PBIS tasks and data col | ected before
the inplenentati on of Hazard Analysis and Critical Contro
Poi nt (HACCP) requirements. Thus, this discussion refers
entirely to inspection tasks identified in the Inspection
System Guide (1SG, which is the list of inspection tasks
that will be applied prior to HACCP i nplenentation. For
est abl i shnents under HACCP, FSIS has restructured the |SG
tasks into new procedures and activities published as the

I nspection System Procedures (I1SP). The tasks descri bed



here will, however, continue to be used in al nost 3,000 very
smal | establishnments until January 2000.

The purpose of this discussion is to provide an
overview of how FSI'S has traditionally approached the
consuner protection issues of m sbrandi ng and econom c
adul teration. The transition fromthe 1SGto the ISP does
not fundanentally alter that approach. There have been sone
changes, however. The nunber of activities identified in
the ISP is far [ower than the nunber of tasks included in
the SG The |1SG was designed to capture all tasks rel ated
to an ongoi ng i nspection program Not all 1SG tasks,
however, were based on regulations. Sone |SG tasks were
based on FSIS Directives, Policy Menoranda, and the
St andards and Labeling Policy Book. The ISP has been
structured to define activities conducted to neasure
conpliance with regulatory requirenents. Thus, only |ISG
tasks that correspond to an existing regulatory requirenent
are incorporated into the ISP frameworKk.

The 1SG i ncludes nmany tasks that are conducted
primarily to ensure that products are correctly fornul ated
and | abel ed appropriately. As an exanple, Task 06A0l a2
i nstructs inspection program personnel to exam ne a sausage
product during formulation to check for correct ingredients

and accurate weights of ingredients. This task is intended



to determ ne whether the actual production practice is
consistent with the list of ingredients on the approved
| abel , and whether the ingredients are used in portions
consistent with the approved order of predom nance. This
task is scheduled three tinmes per week in establishnents
produci ng sausage. Prior to HACCP inpl enentation, the task
was performed approximately 120,000 tinmes per year.
I nspection program personnel docunented sonme problem or
findi ng approxi mately once every 300 tines they perforned
t he task.

There are simlar fornulation tasks for products other
t han sausage. For exanple, Task 06COla2 directs inspection
program personnel to check the fornulas of products with
requi renents for mninmmneat content. This task verifies
conpliance with the food standards that specify a m nimum
percentage of neat or poultry. FSIS has not used a
| aboratory analysis of the finished product to verify
conpliance with these types of food standards because food
chem stry anal ysis neasures protein and not neat or poultry
content. Prior to HACCP inplenentation, task 06C01a2 was
performed approxi mately 100,000 tinmes annually. Inspection
program personnel docunented sone problem or finding

approxi mately once every 500 tines they perforned the task.



PBI S al so included Task 07B0la2 that directed
I nspection program personnel to “check a sanple of different
| abels to determine if |abels are approved, correct, and
used as intended.” Until the 1995 generic |abel approval
revisions to our regulations becane effective, this task was
perfornmed al nost 200,000 tines per year. It was schedul ed
once every 2 weeks in all processing plants. |Inspection
program personnel were docunenting sone type of deficiency
every 25 to 30 tasks. FSIS stopped scheduling this task in
July 1996. It is now being perforned at a substantially
reduced rate on an unschedul ed basi s.

In 1994, the Headquarters staff obtained a sanple of
the Process Deficiency Record (PDR) on the above-referenced
tasks to study the nature of l|abeling and formul ation
deficiencies. After review ng those PDR s, the Agency nade
the foll owi ng observati ons concerni ng tasks schedul ed by
PBI S:

First, there were incidences of nonconpliance with our
regul ations that were docunented only because inspection
program personnel actually observed the violation occurring.
The following illustrative exanple was extracted fromthree
of the PDR s collected in 1994.

On day 1, while conducting Task 06AOla2, the inspection

program personnel observed the addition of sodi um phosphate



to a chopper preparing ingredients for a cooked sausage
product that did not include phosphate on the ingredient
statement. Sodi um phosphate is a GRAS substance and did not
present a food safety problem Apparently, the plant agreed
to hold the product, and plant managenent responded to the
PDR t hat sodi um phosphate woul d not be used in further
production of the product. Two days |ater the sane
I nspection program personnel observed the sanme problem
tagged the product, and issued a PDR indicating a repeat
deficiency. Again, plant managenent responded, in witing,
t hat sodi um phosphate woul d not be used in the product. It
appears the plant obtained approval of a new | abel show ng
phosphate in the ingredients statenent and rel abel ed the
product associated with both PDR s 10 days after the second
incident. Approximately a nonth |ater the sanme inspection
program personnel observed the sane problema third tine.
The third PDR did not indicate why the establishnent was not
usi ng the new | abel .

It is highly unlikely that the above incident would
have been detected through any product sanpling program
Al t hough conpliance officers will collect sanples if there
i s evidence suggesting the presence of unidentified
phosphate or other undeclared ingredient, FSIS does not

routi nely anal yze products for such substances.
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Thus, as this incident illustrates, FSIS believes it
will be inportant to continue to maintain in-plant
i nspection tasks as part of its overall OCP activities.

Second, the FSIS evaluation of the PDR s clearly
suggested that the respective roles of industry and FSI S
i nspecti on program personnel were not well defined and
understood. FSIS has discussed in many foruns its
conclusion that the Iine between the responsibilities of
FSIS and those of the industry has often been blurred. The
frequency of problens docunented during | abel exam nation
tasks evidences in our view that sone establishnments depend
on FSIS to ensure accurate product |abeling.

At the sane tine, while there has historically been a
hi gh deficiency rate for the | abeling task (07B0la2), the
findings do not necessarily indicate that |abeling accuracy
on finished consuner products is a major problem The
majority of |abeling problens has not been associated with
finished product |abels. Rather, a |arge percentage has
been related to FSIS enforcenment of a requirenment that al
ingredients be identified at all times in storage cool ers or
in processing roons. Exanples of deficiencies from actua
PDR s include: (1) a pallet of product on a | oading dock had
no identification on the outside of boxes, (2) a conbo bin

of trimmngs in the processing roomhad no identification,
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and (3) boxes of neat in cry-o-vac bags were stored in the
hol ding cooler with no identification.

While the proper identification of ingredients is an
i nportant good manufacturing practice, a fair question can
be rai sed as to whet her conponent product needs to bear
witten identification if its identity is obvious to all
FSI'S believes there is nerit in the viewthat it should not
be so intensely involved in an establishnent's operating
procedures that it nonitors |abeling as product is
processed, and that it could nore effectively use its
resources to focus nore on process control failures. Thus,
we believe that inspection under the new I SP shoul d focus on
process control procedures and view instances of
nonconpl i ance as evi dence of a |ack of process control.

A third observation is that the PBIS tasks that focus
on “correct formulation” can |ead inspection program
personnel to find deficiencies that are not tied to any
regul atory nonconpliance. Fornulation can vary as |ong as
such vari ation does not affect the order of predom nance on
the ingredi ent statenent.

To illustrate, an inspection program personnel wote a
PDR while verifying the weights of the nonneat ingredients
for an entrée that is a nonstandardi zed product (pepper

steak with rice and sauce). The PDR noted the foll ow ng:
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Appr oved Act ua

I ngr edi ent Fornmula (I bs.) Wei ght (I bs.)
Chi cken Fat 205 123

Di ced Oni ons 572 580
Soy Sauce 88 91

Since a product's fornulation is permitted to vary as
|l ong as the variation does not affect the order of
predom nance on the ingredients statenment, it woul d appear
that a PDR was not warranted in this case because the
variation fromthe fornmula (that acconpani ed the | abe
approval) did not result in such a change. Wile the
organol eptic characteristics of the product could be
affected by this variation, this is of concern only to the
establ i shnent and not to FSIS. On the other hand, it is
uncl ear whet her the product of concern bore nutrition
| abeling. Observed variations in formulas could be used as
a trigger to collect product sanples to verify the accuracy
of the nutrition |abeling.
3. Laborat ory Anal yses

As noted earlier, collecting product sanples for food
chem stry analysis is an OCP activity used by FSIS to verify
conpliance wth both food standards and | abeling
requi renents. Sanples are collected at federally inspected
establishnments, at inport inspection facilities, and at
various points in the food distribution chain, including

war ehouses and retail stores.
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Laboratory analysis of food chemstry sanples is an
activity that has decreased substantially in recent years. In
the 7-year period from 1979 through 1985, the m ni num nunber
of sanples analyzed in any of these years by FSIS was over
93,000. In the late 1980’s, the nunbers dropped to the
60,000 to 70,000 range. The annual nunber has continued to
decline. The totals for Fiscal Years 1995, 1996, and |997
were 34,496, 23,229, and 18,099, respectively.

FSIS information systens for |aboratory results are
not structured in a way to generate summary statistics
concerning conpliance with food standards or | abe
requi renents. Thus, we cannot easily conduct statistica
anal yses to establish the precise effect on our consuner
protection objectives resulting fromthe decrease in food
chem stry sanpling. For exanple, FSIS cannot cal cul ate the
annual conpliance rate for a particular regulatory
requi renent, such as fat in ground beef or fat in cooked
sausage because the existing database that records | aboratory
results does not record the applicable regulatory
requi renent. Thus, a finding of 25 percent fat in ground
beef may refer to the standard for a maxi mum 30 percent fat
or a | abel claimof 20 percent fat. Qur inability to

summari ze findings also limts our ability to target specific
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products or regul atory requirenents where nonconpliance may
be the highest.

FSI'S has reduced food chem stry analysis as it has
real l ocated its resources to higher priority food safety
concerns. FSIS has not, however, devel oped a process for
reall ocating renmai ning resources within food chemstry. As
not ed, overall food chem stry analysis declined 33 percent
from 34,496 sanples in FY 1995 to 23,229 sanples in FY 1996.
During the sanme tine period, inport sanples dropped 85
percent from 3,123 in FY 1995 to 474 in FY 1996, while the
nunber of sanples collected by conpliance officers increased
slightly.

Sanpl es are frequently analyzed for nore than one
attribute. For exanple, cooked sausage is normally anal yzed
for fat, total protein, and added water. O her food
chem stry anal yses include neat protein, total water, cal cium
i n deboned product, and sodiumto verify reduced sodi um
clainms. The sanpling of boneless poultry products is unique
in that the standard sets a |limt for bone content, while the
| aboratory anal ysis neasures cal ciumcontent. The poultry
regulations (9 CFR 381.117(d)) limt the bone content of
bonel ess poultry to 1 percent, but this requirenent is

enforced by limting the cal cium content.
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Not all food chem stry | aboratory resources are used to
directly measure conpliance with food standards or | abe
clainms. For exanple, FSIS collects sanples to verify Total
Quality Control (TQC) or Partial Quality Control (PQC)
prograns operated by inspected establishnents. FSIS al so
col l ects and anal yzes sanples for intra-laboratory quality
assurance checks.

The remai ni ng di scussion on | aboratory analysis for
food chem stry is divided into the three general categories
of surveillance sanples scheduled by PBIS, centrally
di rected sanpling for cured pork products, and sanpl es
col l ected by conpliance officers. These three categories
accounted for over 95 percent of the 23,229 sanpl es anal yzed
by FSI'S for FY 1996: 15, 489 sanples scheduled by PBIS, 6,162
centrally-directed sanples for cured pork products, and 53
sanpl es coll ected by conpliance officers.

a. Sanpl i ng Schedul ed by PBIS

I n-plant sanpling scheduled by PBI'S accounts for the
majority of food chem stry sanples. These sanples are
collected to nonitor conpliance with regulatory requirenents
for fat content, added water, and other ingredients provided
for in the existing food standards. Approxi mtely two-
thirds of these sanples are for three products: cooked

sausages, fresh pork sausages, and ground beef. The |ISG
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provi ded a sanpling code for each product category that has
a fat, water, or protein limt. The frequency of in-plant
sanpling is controlled by a frequency code set within the
PBI S system Thus, if an establishnent produced ground
beef, fresh pork sausage, and hotdogs, and the overal
frequency was set for nonthly, PBIS would randomy schedul e
three different sanpling tasks within each nonth, one for
each product category.

Changes in FSI'S approach to food chem stry anal ysis
have thus far been limted to reducing the nunber of
sanpl es. The current approach still attenpts to nonitor the
entire industry at a fixed level. Sanpling is not targeted
to establishments with a significant history of violations.
There have al so been no adjustnents based on production
patterns or marketpl ace changes.

The data for fat anal ysis of ground beef show that
there have been significant changes in the production of
ground beef. Existing regulations limt the fat content of
ground beef and hanmburger to 30 percent. Average fat
content of ground beef has dropped every year from 1990
through 1997. In the 1990-1992 period, average fat content
was approximtely 21.5 percent. By 1997, the average fat
content had dropped to 18.7 percent. In FY 1996, out of

1,546 sanples, |aboratory analysis showed only three sanples
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bet ween 30 and 31 percent fat, four sanples between 31 and
35 percent fat, and one sanple over 35 percent.

Accordingly, given this information, FSIS believes it would
be useful to consider adjusting the proportion of resources
all ocated to fat analysis of ground beef.

Data al so show t hat sone establishnments have tight
controls for fat in ground beef production. In FY 996, we
anal yzed 18 ground beef sanples from one such establishnent,
all between 22.6 and 25.9 percent. Sixteen of the sanples
were between 23.7 and 25.5, a range of |ess than 2 percent.
Qovi ously, this establishnent had control over fat content
in ground beef. FSIS has concluded that these types of
findings need to be incorporated into its resource
al l ocation decisions. In performng its verification role,
for exanple, FSIS could take fewer sanples in situations
where establishnents have denonstrated greater control over
their production process.

Additionally, FSIS believes it should break down the
exi sting conpartnentalization of its |aboratory analysis
program For exanple, today ground beef sanples collected
for fat analysis are handl ed separately from ground beef
sanpl es col l ected for mcrobiological analysis. FSIS

bel i eves nore nultiple purpose anal yses can be conduct ed,
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thereby inproving the efficiency and effectiveness of this
program

Finally, FSI'S questions whether it nakes sense to
continue to allocate substantial resources to the analysis
of the fat content of fresh pork sausage, a standardi zed
product that is not permtted to contain nore than 50
percent fat. It would be useful to reconsider this activity
and its objectives and determ ne whether this activity stil
represents the best use of these resources or whether the
resources would be nore effectively used, for exanple, to
ensure conpliance with low fat clainms or nutrition |abeling
requirenents.
b. PFF Sanpl i ng

The existing food standards for cured pork products
specify a minimum nmeat protein content expressed as a percent
of the non-fat portion of the product. These food standards
are referred to as "mnimum neat Protein Fat Free (PFF)
percentage requirenents” or sinply as "PFF requirenments.”

The Agency established the PFF requirenments for cured
pork products in 1984 because changes in production nethods
had nmade t he existing conpliance procedures ineffective.
When FSIS published the new requirenents, it also
established, by regulation, a centrally directed sanpling

programto nonitor conpliance in each establishnent. The
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frequency of centrally-directed PFF sanpling is based on
several factors including production volune, nunber of
product categories, and conpliance history w thin product
categories. Wthin an establishnent, a product category
coul d be under periodic or daily sanpling or under sanpling
wi th product retention.

FSI'S established the PFF requirenments because it had
concl uded that excess added substances in cured pork products
was a significant problemand that codifying a statistica
conpl i ance procedure was an appropriate solution. On the
ot her hand, by codifying this programin the regul ations,
FSIS was, as a practical matter, taking responsibility for
ensuring conpliance, i.e., FSIS had instituted and was
adm ni stering a governnment-run QC program It is significant
that the centrally directed programcovers only producers of
cured pork products that do not have quality control prograns
for added substances. FSIS concluded that it was not
necessary to cover establishnments with QC prograns, since
these plants had al ready assuned responsibility for neeting
t he standards.

Wiile there are positive elenents in the PFF sanpling
program this activity too warrants further scrutiny. As
with other OCP activities, FSIS believes the way in which

resources are allocated to PFF sanpling should be
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reexam ned. Wiile the centrally directed PFF system does
al l ocate resources based on conpliance history, the

al l ocation systemonly increases such resources. |t does
not reall ocate sanple collection and | aboratory resources.
Li ke certain other enforcenent activities, e.g., the
Progressive Enforcenment Action initiative outlined in FSIS
Directive 8830.1, the PFF systemresponds to conpliance
probl ens by increasing the expenditure of Agency resources.
Experi ence has shown that increasing inspection or

i ncreasing the sanpling rate does not necessarily increase
the | evel of conpliance.

The PFF sanpling program al so allows the Agency to
summari ze certain findings. For exanple, in FY 1996, the
PFF dat abase i ncluded 166 establishnents produci ng “Ham
Wat er Added,” the product that represents about 60 percent
of the product nonitored by the central system Twenty of
these 166 establishnents had PFF violations leading to
product retention actions in FY 1966. The avail able summary
data are, however, of |imted use in a programmatic sense
because they do not include establishnments with PQC
progranms. Sunmmary data are also very difficult to extract
because the database is organized to nonitor specific
products by establishnent.

C. Sanpl es Col |l ected by Conpliance O ficers
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In general, conpliance officers collect product sanples
in response to either evidence suggesting regul atory
vi ol ations or consuner, industry, institutional, or other
conplaints. Were in-plant sanpling generally focuses on
conpliance with food standards, sanpling by conpliance
of ficers usually focuses on potential acts of deliberate
adul teration, such as adding cereal or soy protein to ground
beef, species substitution, undeclared additives and
preservatives, or water added to ground products.

B. Food Labeling - Net Wi ght

The PBI S systemincludes two tasks directly associ at ed
wi th net weight accuracy. One task directs inspection
program personnel to check the accuracy of an
establishnment's scales and tare wei ght settings agai nst
avai | abl e standardi zed wei ghts. A second task directs
i nspection program personnel to check the scales and then
performa net weight check on a | ot of product. Together,
these tasks are conducted approxi mately 300,000 tines per
year. One or the other is schedul ed every week in every
processi ng establishnent. [Inspection program personne
docunment a problemin one out of every 150-product checks.
The two net weight tasks account for the equival ent of 36

staff years of direct inspection tinme annually.
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Al t hough in sone cases net weight violations may be
evi dence of deliberate attenpts to short weigh, the
relatively high frequency of problens docunented during net
wei ght exam nation tasks may al so indicate that sone
establishments are relying on FSIS to nonitor the accuracy
of their scales and to ensure overall net weight accuracy.
Accordingly, FSISis reexanmining its approach to net wei ght
verification to ensure that inspected establishnents take
responsibility for conplying with net weight requirenents.

C. Food Labeling - Species Identification

FSI'S conducts | aboratory anal yses of both raw and
cooked products to determ ne whether products are accurately
| abel ed as to species, i.e., the type of nmeat or poultry
i ngredi ent stated on product |abels. Species testing covers
bot h donestic and i nported product. The Agency's
| abor at ori es anal yze approxi mately 60 sanpl es per nonth.

The Agency al so uses the species identification field
test (SIFT) and the Overnight Rapid Beef ID Test (ORBIT) to
conduct in-plant screening. In-plant results indicating
m sbrandi ng are sent to Agency | aboratories for
confirmation. Because of the nature of the l|aboratory test,
species testing is part of the Agency's m crobiol ogica
testing programand not its food chemstry program This

distinction is inportant for resource allocation decisions,
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since, at this tine, species testing does not conpete for

resources available to do fat, protein, and water analysis.
Species verification is an activity that falls in the

gray area between food safety and OCP activities.

Qobvi ously, product containing a species that is cheaper than

that clained in the |abeling is econom cally adulterated.

Fal se and incorrect |abels may al so, as stated previously,

present a hazard for sensitive populations. FSIS intends to

account for sensitive populations in designing new

verification strategies.

D. Food Labeling - Nutrition Labeling

In 1996, FSIS contracted for a study involving
nutritional analyses of a sanple of 300 neat products and
poultry products to conpare the nutrient |evels determ ned
by | aboratory anal yses to the nutrient val ues presented on
| abel s, thereby providing an overall assessnent of the
accuracy of the nutrition labeling on these products. This
type of study may provide a useful nodel for FSIS as it
considers restructuring its OCP activities. The study was
designed to allow FSIS to draw a vari ety of concl usions
concerning the level of conpliance. The nutrition |abeling
project found that approximately 92 percent of all tested
nutrients had val ues consistent with [ abel clains. The

| abeling for total calories was accurate over 97 percent of
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the tine. The nost out-of-conpliance nutrient was vitamn
A, for which only 73 percent of products had val ues
consi stent with I abel cl ains.

Such studies would allow FSIS to proceed in severa
di fferent ways dependi ng upon a careful evaluation of the
results and current priorities. For exanple, the Agency
coul d conduct followup testing on nore products from
est abl i shnments whose nutrition | abels were out of
conpliance, or the Agency could initiate a targeted effort
on vitamn A analyses if FSIS were to determ ne that it was
a significant and priority concern.

E. Econom ¢ Adul terati on of Raw Product

FSI'S expends an estimated 25 to 50 staff years wei ghing
poultry carcasses in 300 federally inspected poultry
sl aughter plants to ensure that poultry carcasses are not
adul terated because of excessive retained water picked up
during the imrersion chilling process. The standard
procedure calls for an inspection program personnel to
collect and weigh a sanple of 10 birds before and after
chilling for each shift for each chiller system Under this
procedure, there can be several 10-bird sanples in |arge
establi shnments each day. FSIS conducts up to 100, 000 of
these tests annually. Many establishnments, however, operate

under reduced testing based on a history of conpliance.
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FSI'S al so nonitors QC prograns in nmeat slaughter plants
that use spray-chilling systens. FSIS has required that
nmeat sl aughter establishnents inplenent QC prograns to
nmonitor their chilling procedures to ensure that the weight
of a group of chilled carcasses does not exceed the
coll ective pre-final wash weight. Wth respect to water
retention, FSIS needs to reexamne its approach to ensure
that the Agency is verifying industry conpliance and not
adm ni stering a governnent-run QC program

F. Raw Product Quality After Sl aughter (Reinspection)

An AQL procedure is the termnornmally used to describe
acceptance inspection procedures using attributes sanpling.
An AQL is a reinspection procedure conducted after carcass
dressi ng operations and post-norteminspection. An AQL is
based on (I) selecting a sanple of carcasses or carcass
sides, (2) visually inspecting the sanple to identify and
classify defects according to standardi zed criteria, and (3)
eval uating the defects to determ ne whether a lot is
accepted or rejected, or whether additional sanpling is
required.

Bonel ess neat reinspection is an organol eptic
i nspection procedure, |ike a carcass AQL procedure, that
applies "accept-reject” criteria to sanples of bonel ess

manufacturing neat. Criteria developed in the late 1960's
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address manufacturing defects for bonel ess neat, including
brui ses, blood clots, bone fragnents, and pieces of detached
cartilage or liganments. These criteria are based on the
standard operating practices that existed when the criteria
wer e established.

These defect criteria include defects related to food
safety. For exanple, the extraneous material criteria for
bonel ess neat address physical hazards such as gl ass or
nmetal fragnents. However, in establishnents that have
i mpl enent ed HACCP, these hazards are addressed as part of
the establishnent's hazard anal ysis, conducted under the
HACCP regul ations in 9 CFR Part 417.

The bonel ess neat criteria and the carcass beef
criteria are published in the Meat and Poultry Inspection
(MPI) Manual. Poultry establishnents under traditiona
i nspection are subject to the poultry carcass AQ.. The
defect descriptions and criteria for the poultry AQ are
published in MPI Directive 918.1. Most chicken sl aughter
operations and a substantial portion of turkey production
are subject to the post-norteminspection regulations for
Streanl i ned Inspection System (SI'S), the New Li ne Speed
(NELS) Inspection System or the New Turkey Inspection (NTI)
System Poultry slaughtered under these three systens is

subject to the Finished Product Standards (FPS) contained in
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9 CFR 381.76. The FPS is the only raw product quality
criteria pronul gated as regul ations.

The beef carcass AQL is applied to carcasses that are
shi pped whol e or shipped as parts of carcasses. FSIS has
not applied the AQL to carcasses intended for in-plant
boni ng because they are subject to bonel ess neat
rei nspection. Thus, fresh beef is subject to either the
carcass AQ or bonel ess neat reinspection, but not to both
tasks within the sane establishnment. Over the last two
decades, the beef carcass AQ has been used | ess and | ess as
nore product is cut-up and boned before it is shipped. In
the early 1990's, FSIS staff estimated that only 10 to 20
percent of carcasses were subject to the AQ.

The bonel ess nmeat reinspection task applies to certain
bonel ess cuts/trimm ngs of neat. The task is conducted
after the process of boning and before the product is used
for further processing or shipped. Simlar to the carcass
AQL, the bonel ess neat reinspection task involves (1)
collecting a sanple of product using specific instructions,
(2) exam ning the product to identify and classify defects,
and (3) applying acceptance-rejection criteria to the |ot
that is sanpled. Product that fails the criteriais

retai ned, reworked, and then reinspected.
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The inspection programuses two different procedures
for bonel ess neat reinspection, a |ot-based inspection
procedure and an on-line procedure in establishnments that
have QC procedures for reinspection of boneless neat. The
| ot - based i nspection task is conducted in approximtely
2,000 establishnments; the on-line task in approxi mately 800.

Lot - based bonel ess neat reinspection is a resource
i ntensi ve procedure. The inspection task involves the
physi cal exam nation of a sanple of product. Before PBIS,
in large establishnments with nultiple full-tinme processing
i nspection program personnel, the task was sonetines
conducted from 15 to 20 tinmes per week or nore. \Wen PBIS
was i nplenented in 1989, the system was designed so that
| ot - based bonel ess neat reinspection would be schedul ed
approxi mately once per week. Data fromthe early 1990's show
t hat approxi mately 80, 000-90,000 |lots were inspected,
annual ly. The nunber of |ots reinspected has decreased
further since the early 1990's, indicating that the actua
frequency is now | ess than once per week.

The on-line verification task is schedul ed
approxi mately once per week under PBIS. PBIS schedul es two
QC record reviews for each product exani nation.

FSI'S does not have records on actual inspection task

frequencies for on-line reinspection prior to the
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i npl ementation of PBIS. The direction to inspection program
enpl oyee on this task was published in the MPl Manual. For
on-|ine bonel ess neat reinspection, the Manual directed
i nspecti on program personnel to exam ne a 30-pound sanpl e
unit four tines per day or two 30-pound sanple units on each
patrol visit.

There have been, and continue to be, differences of
opi nion regarding the appropriate | evel of inspection
resources to be allocated to the bonel ess neat reinspection
tasks. FSIS has significantly reduced the frequency of
these tasks during the | ast decade, and yet, at the same
time, there is little or no docunentation supporting either
past or present |evels of verification.

FSIS is reexanmining its consuner protection role for
fresh neat quality and is considering both the need for
standards and the design of appropriate verification
strategies. Public input fromall interested parties at
this time would be particularly helpful in evaluating this
OCP activity. Undoubtedly, many woul d view fresh neat
guality as a factor controlled by narketplace incentives.
The customers are usually other inspected establishnments
that have purchase specifications. Fromthis perspective,

one could view the bonel ess neat reinspection activity as a
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gquality control programfor the industry funded by the
gover nnent .

From a different perspective, however, it can be argued
that nmeat trimmngs are the primary ingredients of products
I i ke cooked sausage. These ingredients frequently go
directly froma boning operation to a sausage kitchen within
the sane establishnment and are never subject to narketpl ace
incentives. It is reasonable to assune that consuners expect
sonme oversight of this type of operation

Today, there are five |locations where FSIS conducts
i nspection of fresh neat for quality defects. First,
carcasses are inspected on the slaughter line. Second AQ's
are applied after chilling in the cooler. Third, at a

"clean neat station,” FSIS inspects product entering a
cutting/ boning room The clean neat inspection is conducted
after trimm ng and before boning. It involves an

organol eptic i nspection for product whol esoneness and does
not utilize defect criteria, |ot acceptance criteria, or

uni form sanpl e sizes. Fourth, fresh cuts such as steaks,
roasts, chops, and slices are inspected during preparation
or packaging. This procedure is simlar to the clean neat
procedure in that it does not involve defect criteria. The

fifth and final task is the bonel ess neat reinspection as

descri bed above.
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An Agency work group reviewed the fresh nmeat inspection
criteriain the early 1990's. The group recomended t hat
FSI'S nove in the direction of viewi ng fresh neat production
as a single process, not a process of slaughter followed by
a process of cutting and boning, each with its own
i nspection tasks with independent criteria. The group
recommended the devel opnment of a single procedure conbining
the carcass AQL (or any successor), clean neat or pre-boning
trim and the bonel ess neat reinspection criteria.

Al t hough the reinspection of poultry is sonewhat
different, PBIS includes a task for exam nation of poultry
parts during cut-up and boning operations. Wile the task
focuses on the tenperature requirenents for fresh poultry
before and during further processing operations, it also
covers a general inspection for whol esoneness.

The inspection of both fresh nmeat product and poultry
for product quality has been a resource intensive and
somewhat controversi al conponent of the FSIS inspection
program As di scussed above, public input from al
interested parties would be hel pful in evaluating the
resource |levels and priorities assigned to this OCP
activity.

G Carcass Sorting
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The in-plant slaughter inspection system i.e., the
post-nortem i nspection of nmeat and poultry, is a resource
intensive activity that has served to neet not only vital
food safety objectives, but other consuner protection
purposes as well. FSIS uses inspection program personnel at
fixed stations on each slaughter line to organoleptically
identify and sort unacceptabl e carcasses and parts of
carcasses from product that is acceptable for use as hunman
food. While the sorting of carcasses clearly has an OCP
conmponent, this notice will not focus on those activities
because they are being addressed as part of the Agency's
initiative to exam ne new i nspection nodels. This
initiative is described in a Federal Register notice of June
10,1997, "HACCP-Based Meat and Poultry | nspection Concepts,"
62 FR 31553.

Sone of the issues identified in the June |1997 notice

are simlar to issues raised here for the other

conmponents of the OCP program For exanple, the June

1 997 notice identified as a problemthe fact that

sl aught er establishnents have cone to rely on FSIS

personnel to sort acceptable from unacceptabl e

product. The establishnments have no incentive to

remove carcasses and parts before presentation for

i nspection. Thus, the proper roles of industry and
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i nspecti on personnel are often obscured and FSI' S

resources are not enployed nost effectively.
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