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plan, the establishment must have doc-
umentation that supports the decision
in its hazard analysis that L.
monocytogenes is not a hazard that is
reasonably likely to occur.

(3) The establishment must maintain
sanitation in the post-lethality proc-
essing environment in accordance with
part 416.

(4) If L. monocytogenes control meas-
ures are included in the HACCP plan,
the establishment must validate and
verify the effectiveness of measures for
controlling L. monocytogenes included
in its HACCP plan in accordance with
§417.4.

(5) If L. monocytogenes control meas-
ures are included in the Sanitation
SOP, the effectiveness of the measures
must be evaluated in accordance with
§416.14.

(6) If the measures for addressing L.
monocytogenes are addressed in a pre-
requisite program other than the Sani-
tation SOP, the establishment must in-
clude the program and the results pro-
duced by the program in the docu-
mentation that the establishment is
required to maintain under 9 CFR 417.5.

(7) The establishment must make the
verification results that demonstrate
the effectiveness of the measures it
employs, whether under its HACCP
plan or its Sanitation SOP or other
prerequisite program, available upon
request to FSIS inspection personnel.

(d) An establishment that produces
post-lethality exposed RTE product
shall provide FSIS, at least annually,
or more often, as determined by the
Administrator, with estimates of an-
nual production volume and related in-
formation for the types of meat and
poultry products processed under each
of the alternatives in paragraph (b) of
this section.

(e) An establishment that controls L.
monocytogenes by using a post-lethality
treatment or an antimicrobial agent or
process that eliminates or reduces, or
suppresses or limits the growth of the
organism may declare this fact on the
product label provided that the estab-
lishment has validated the claim.
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NON-FEDERAL CHEMISTRY LAB-
ORATORIES

Sec.

439.1 Definitions.

439.5 Applications for accreditation.

439.10 Criteria for obtaining accreditation.

439.20 Criteria for maintaining accredita-
tion.

439.50 Refusal of accreditation.

439.51 Probation of accreditation.

439.52 Suspension of accreditation.

439.63 Revocation of accreditation.

439.60 Notifications and hearings.

AUTHORITY: 7 U.S.C. 138f, 450, 1901-1906; 21
U.S.C. 451-470, 601-695; 7 CFR 2.18, 2.53.

SOURCE: 73 FR 52196, Sept. 9, 2008, unless
otherwise noted.

§439.1 Definitions.

(a) Accreditation—Determination by
FSIS that a laboratory is qualified to
analyze official samples of raw or proc-
essed meat and poultry products, be-
cause it has met the requirements for
accreditation specified in this part, for
the presence and amount of all four
food chemistry analytes (protein, mois-
ture, fat, and salt); or a determination
by FSIS that a laboratory is qualified
to analyze official samples of raw or
processed meat and poultry products,
because it has met the requirements
for accreditation in this part, for the
presence and amount of a specified
chemical residue of any one of several
classes of chemical residues. A labora-
tory may hold more than one accredi-
tation.

(b) Accredited laboratory—A non-Fed-
eral analytical laboratory that has met
the requirements for accreditation
specified in this Part and, therefore, at
an establishment’s discretion, may be
used in lieu of an FSIS laboratory for
analyzing official regulatory samples.
Payment for the analysis of official
samples is to be made by the establish-
ment using the accredited laboratory.

(c) Accredited Laboratory Program
(ALP)—The FSIS program in which
non-Federal laboratories are accredited
as eligible to perform analyses on offi-
cial regulatory samples of raw or proc-
essed meat and poultry products, and
through which a check sample program
for quality assurance is conducted.
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(d) Chemical residue misidentification—
see ‘‘Correct chemical residue identi-
fication’ definition.

(e) Coefficient of variation (CV)—The
standard deviation of a distribution of
analytical values multiplied by 100 and
divided by the mean of those values.

(f) Comparison mean—The average re-
sult, for a sample, obtained from all
submitted results that have a large de-
viation measure of zero. When only two
laboratories perform the analysis and
the large deviation measure is not zero,
alternative procedures for establishing
a comparison mean may be employed
by FSIS. For purposes of computing
the comparison mean, a laboratory’s
“result” for a food chemistry analyte
is the obtained analytical value; a lab-
oratory’s ‘‘result’” for a chemical res-
idue is the logarithmic transformation
of the obtained analytical value.

(g) Correct chemical residue identifica-
tion—Reporting by a laboratory of the
presence and analytical value of a
chemical residue that was included in
the ALP check sample above the min-
imum reporting level. Failure of a lab-
oratory to report the presence of such
a chemical residue is considered a
misidentification. In addition, report-
ing the presence of and analytical
value for a residue that was not in-
cluded in the ALP check sample above
the minimum reporting level is consid-
ered a misidentification.

(h) CUSUM—A class of statistical
procedures for assessing whether or not
a process is ‘‘in control.” Each CUSUM
value is constructed by accumulating
incremental values obtained from ob-
served results of the process, and then
determined to either exceed or fall
within acceptable limits for that proc-
ess. The initial CUSUM values for each
laboratory whose application for ac-
creditation is accepted are set at zero.
The CUSUM values are reset to zero at
the beginning of each year; that is, the
CUSUM values associated with the
first maintenance check sample each
year are set equal to the CUSUM incre-
ment for that sample. The four CUSUM
procedures are:

(1) Positive systematic laboratory
difference CUSUM (CUSUM-P)—mon-
itors how consistently an accredited
laboratory gets numerically greater re-
sults than the comparison mean;

9 CFR Ch. Ill (1-1-09 Edition)

(2) Negative systematic laboratory
difference CUSUM (CUSUM-N)—mon-
itors how consistently an accredited
laboratory gets numerically smaller
results than the comparison mean;

(3) Variability CUSUM (CUSUM-V)—
monitors the average ‘‘total deviation”
(i.e., the combination of the random
fluctuations and systematic dif-
ferences) between an accredited labora-
tory’s results and the comparison
mean; and

(4) Individual large deviation CUSUM
(CUSUM-D)—monitors the magnitude
and frequency of large differences be-
tween the results of an accredited lab-
oratory and the comparison mean.

(i) Food chemistry—For the purposes
of Part 439, ‘‘food chemistry” will refer
to analysis of raw or processed meat or
poultry products for the analytes mois-
ture, protein, fat, and salt. All four
analytes must be determined when a
food chemistry analysis is conducted,
unless otherwise advised by the ALP.

(j) Individual large deviation—An ana-
lytical result that differs from the
sample comparison mean by more than
would be expected assuming normal
laboratory variability.

(k) Initial accreditation check sample—
A sample provided by the ALP to a
non-Federal laboratory to determine
whether the laboratory’s analytical ca-
pability meets the standards for grant-
ing accreditation.

(1) Inter-laboratory accreditation main-
tenance check sample—A sample pro-
vided by FSIS to an accredited labora-
tory to assist in determining whether
the laboratory is maintaining accept-
able levels of analytical capability.

(m) Large deviation measure—A meas-
ure that quantifies an unacceptably
large difference between a laboratory’s
analytical result and the sample com-
parison mean.

(n) Minimum proficiency level (MPL)—
The minimum concentration of a res-
idue at which an analytical result will
be used to assess a laboratory’s quan-
tification capability. This concentra-
tion is an estimate of the smallest con-
centration for which the average coef-
ficient of variation (CV) for reproduc-
ibility (i.e., combined within and be-
tween laboratory variability) does not
exceed 20 percent.
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(0) Minimum reporting level (MRL)—
The number such that if any obtained
analytical value for a residue in a
check sample or official sample equals
or exceeds this number, then the res-
idue is reported together with the ob-
tained analytical value.

(p) Official sample—A sample selected
by an inspector or inspection service
employee in accordance with FSIS pro-
cedures for regulatory use.

(@) Probation—The period com-
mencing with official notification to
an accredited laboratory that its check
sample results no longer satisfy the
performance requirements specified in
this rule, and ending with official noti-
fication that accreditation either is
fully restored, is suspended, or is re-
voked.

(r) @A (See Quality assurance recov-
ery).

(8) QC (See Quality control recovery).

(t) Quality assurance (QA) recovery—
The ratio of a laboratory’s analytical
value for a check sample residue to the
established level of the analyte in the
check sample, multiplied by 100. As
dictated by the procedures for the
analyte, the analytical value may be
adjusted prior to the recovery com-
putation.

(u) Quality control (QC) recovery—The
ratio of a laboratory’s analytical value
of a quality control standard to the es-
tablished level of the analyte in the
standard, multiplied by 100. As dictated
by the procedures for the analyte, the
analytical value may be adjusted prior
to the recovery computation.

(v) Refusal of accreditation—An action
taken by FSIS when a laboratory that

§439.1

is applying for accreditation is denied
the accreditation.

(W) Responsibly connected—Any indi-
vidual, or entity, that is a partner, offi-
cer, director, manager, or owner of 10
percent or more of the voting stock of
the applicant or recipient of accredita-
tion or an employee in a managerial or
executive capacity or any employee
who conducts or supervises the chem-
ical analysis of F'SIS official samples.

(x) Revocation of accreditation—An ac-
tion taken by FSIS against a labora-
tory, removing the laboratory’s right
to analyze official samples.

(y) Standardizing constant—A number
that results from a mathematical ad-
justment to the ‘“‘standardizing value”’
and is used to compute the standard-
ized difference for a check sample re-
sult. The number takes into consider-
ation the expected variance of the dif-
ference between the accredited or ap-
plying laboratory’s result(s) and the
comparison mean for a sample, the
standardizing value, the correlation
and number of repeated results by a
laboratory on a sample, and the num-
ber of laboratories that analyzed a
sample.

(z) Standardized difference—The
quotient of the difference between a
laboratory’s result on a sample and the
comparison mean of the sample divided
by the standardizing constant.

(aa) Standardizing value—A number
representing the performance standard
deviation of an individual result. The
number is given, or computed by, the
information provided in Tables 1 and 2
to this paragraph (aa).

TABLE 1 TO PARAGRAPH (aa)—STANDARDIZING VALUES FOR FOOD CHEMISTRY
[By product class and analyte]

Fat? Salt?
Product/class Moisture Protein
<12.5% 212.5% <1% 1-4% 24%2
Cured Pork/

Canned Ham ..... 0.50 0.060 (X065) | 0.26 (X©025) | 0.30 (X025) 0.127 0.127 (X0:25) 0.22
Ground Beef .......... 0.71 0.060 (X0-65) N/A | 0.35 (X025) 0.127 0.127 (X0:25) 0.22
Other Meat Prod-

UCES oo 0.57 0.060 (X065) | 0.26 (X025) | 0.30 (X025) 0.127 0.127 (X0:25) 0.22
Poultry Products .... 0.57 0.060 (X0-65) | 0.26 (X0-25) | 0.30 (X025) 0.127 0.127 (X0:25) 0.22

1The standardizing value is either the value given in the table or is computed by the formula set forth in the table, where X is
the comparison mean of the sample. Standardizing values are provided for different percentages of fat and salt as indicated in

the table.
2For dry salami and pepperoni products.
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TABLE 2 TO PARAGRAPH (aa)—STANDARDIZING
VALUES FOR CHEMICAL RESIDUES

Class of residues iz?r:gn\?;[i-ii

Chlorinated Hydrocarbons: 1
Aldrin ... 0.20
Benzene Hexachloride ..........ccccccouviinenns 0.20
Chlordane 0.20
Dieldrin . 0.20
DDT ...... 0.20
DDE ...... 0.20
TDE ... 0.20
Endrin .. 0.20
Heptachlor 0.20
Heptachlor Epoxide ..........ccocccviiiiiiiiicnns 0.20
Lindane . 0.20
MethoxyChlor ........ccovivviiiiiicieccciceees 0.20
Toxaphene ........... . 0.20
Hexachlorobenzene ...........ccccccceeiiiiiiiinnns 0.20
Mirex .. 0.20
Nonachlor 0.20
Polychlorinated Biphenyls: 0.20
Arsenic? ...... 0.25
Sulfonamides? ... 0.25
Volatile Nitrosamine?2 .. 0.25

1Laboratory statistics are computed over all results (exclud-
ing PCB results), and for specific chemical residues.

2Laboratory statistics are only computed for specific chem-
ical residues.

3The standardizing value of all initial accreditation and pro-
bationary check samples computations is 0.15.

(bb) Suspension of accreditation—Ac-
tion taken by FSIS against a labora-
tory that temporarily removes the lab-
oratory’s right to analyze official sam-
ples. Suspension of accreditation ends
when accreditation either is fully re-
stored or is revoked.

(cc) Systematic laboratory difference—
A comparison of one laboratory’s re-
sults with the comparison mean for
samples that show, on average, a con-
sistent relationship. A laboratory that
is reporting, on average, numerically
greater results than the comparison
mean has a positive systematic labora-
tory difference. Conversely, numeri-
cally smaller results indicate a nega-
tive systematic laboratory difference.

(dd) Variability—Random fluctuations
in a laboratory’s processes that cause
its analytical results to deviate from a
true value.

(ee) Variance—The expected average
of the squared differences of sample re-
sults from an expected sample mean.

§439.5 Applications for accreditation.

(a) Application for accreditation
shall be made on designated paper or
electronic forms provided by FSIS, or
otherwise in writing, by the owner or
manager of a non-Federal analytical
laboratory. The forms shall be sent to

9 CFR Ch. Ill (1-1-09 Edition)

the ALP or may be submitted elec-
tronically when so provided for by
FSIS. The application shall specify the
kinds of accreditation that are wanted
by the owner or manager of the labora-
tory. A laboratory whose accreditation
has been refused or revoked may re-
apply for accreditation after 60 days
from the effective date of that action,
and must provide written documenta-
tion specifying what corrections were
made.

(b) At the time that an Application
for Accreditation is filed with the ALP,
the management of a laboratory shall,
for each accreditation sought, submit a
check, bank draft, or money order in
the amount specified in 9 CFR 391.5,
made payable to the U.S. Department
of Agriculture, along with the com-
pleted application for the accredita-
tion(s). When so provided for by FSIS,
electronic transfer of funds may be ac-
cepted.

(c) Accreditation will not be granted
or continued, without further proce-
dure, for failure to pay the accredita-
tion fee(s). The fee(s) paid will be non-
refundable and will be credited to the
account from which the expenses of the
laboratory accreditation program are
paid.

(d) Annually on the anniversary date
of each accreditation, FSIS will issue a
bill in the amount specified in 9 CFR
391.5 for each accreditation held. Bills
are payable upon receipt by check,
bank draft, or money order made pay-
able to the U.S. Department of Agri-
culture and become delinquent 30 days
from the date of the bill.

(e) Accreditation will be terminated
without further procedure for having a
delinquent account. The fee(s) paid will
be nonrefundable and will be credited
to the account from which the expenses
of the ALP are paid.

§439.10 Criteria for obtaining accredi-
tation.

(a) Analytical laboratories may be
accredited for the analyses of food
chemistry analytes, as defined in §439.1
of this part, or a specific chemical res-
idue or a class of chemical residues in
raw or processed meat and poultry
products.

(b) Accreditation will be given only if
the applying laboratory successfully
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satisfies the requirements presented
below. For food chemistry accredita-
tion, the requirements must be satis-
fied for all four analytes.

(c) This accreditation authorizes offi-
cial FSIS acceptance of the analytical
test results provided by these labora-
tories on official samples.

(d) To obtain FSIS accreditation, an
analytical laboratory must:

(1) Be supervised by a person holding,
at a minimum, a bachelor’s degree in
chemistry, food science, food tech-
nology, or a related field.

(i) For food chemistry accreditation,
the supervisor must also have one
year’s experience in food chemistry
analysis, or equivalent qualifications,
as determined by the Administrator.

(ii) For chemical residue accredita-
tion, either the supervisor or the ana-
lyst assigned to analyze the sample
must also have three years’ experience
determining analytes at or below part
per million levels, or equivalent quali-
fications, as determined by the Admin-
istrator.

(2) Demonstrate an ability to achieve
quality assurance levels that are with-
in acceptable limits for systemic lab-
oratory difference, variability, and in-
dividual 1large deviations, in the
analyte category for which accredita-
tion is sought, using analytical proce-
dures designated by the FSIS ALP as
being acceptable. An applying labora-
tory will successfully demonstrate
these capabilities for:

(i) Food chemistry if its results from
a 36 check sample accreditation study
each satisfy the criteria presented in
paragraph (e) of this section.

(ii) Chemical residues if its analyt-
ical results for each specific chemical
residue provided in a check sample ac-
creditation study containing a min-
imum of 14 check samples satisfy the
criteria presented in paragraph (e) of
this section, including criteria for QA
and QC recovery and for residue identi-
fication. In addition, if the laboratory
is requesting accreditation for the
analysis of chlorinated hydrocarbons,
all analytical results for the residue
class must collectively satisfy the cri-
teria. [Conformance to criteria in para-
graph (e) of this section will only be de-
termined when six or more analytical
results with associated comparison

§439.10

means at or above the logarithm of the
minimum proficiency level are avail-
able.]

(3) Round all check sample statis-
tical computations to the mnearest
tenth, except where otherwise noted.

(4) Complete a second set of the req-
uisite number of check samples if the
results of the first set of check samples
do not meet the criteria for obtaining
accreditation.

(i) The second set of check samples
will be provided within 30 days fol-
lowing the date of receipt by FSIS of a
request from the applying laboratory.
The second set of food chemistry check
samples will be analyzed for only the
analyte(s) for which unacceptable ini-
tial results had been obtained by the
laboratory.

(ii) If the results of the second set of
check samples do not meet the criteria
for obtaining accreditation, the labora-
tory may reapply after a 60-day wait-
ing period, commencing from the date
of refusal of accreditation by FSIS. At
that time, a new application, all fees,
and all documentation of corrective ac-
tion required for accreditation must be
submitted.

(5) Allow inspection of the laboratory
by FSIS officials prior to the deter-
mination of granting accredited status.

(6) Pay the accreditation fee by the
date required.

(e) Quality assurance levels—(1) Sys-
tematic laboratory difference: The abso-
lute value of the average standardized
difference must not exceed the fol-
lowing:

(i) For food chemistry, 0.73 minus the
product of 0.17 and the standard devi-
ation of the standardized differences;
and

(ii) For chemical residues, 1.67 (2.00 if
there are less than 12 analytical re-
sults) minus the product of 0.29 and the
standard deviation of the standardized
differences.

(2) Variability: The estimated stand-
ard deviation of the standardized dif-
ference must not exceed the following:

(i) For food chemistry, 1.15; and

(ii) For chemical residues, a com-
puted limit that is a function of the
number of analytical results used in
the computation of the standard devi-
ation, and of the amount of variability.
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(3) Individual large deviations: One
hundred times the average of the large
deviation measures of the individual
samples must be less than 5.0. A result
will have a large deviation measure
equal to zero when the absolute value
of the result’s standardized difference,
(d), is less than 2.5 and otherwise a
measure equal to 1-(2.5/d).

(4) For residue analyses, the fol-
lowing additional quality assurance re-
quirements must be met.

(i) QA recovery: The average of the
QA recoveries of the individual check
sample analytical results must lie
within ranges established by FSIS.

(ii) QC recovery: All QC recoveries
must lie within ranges established by
FSIS. Supporting documentation must
be made available to FSIS upon re-
quest.

(iii) Correct identification: There must
be correct identification of all chem-
ical residues in all samples.

§439.20 Criteria for maintaining ac-
creditation.

(a) To maintain accreditation, an an-
alytical laboratory must fulfill the re-
quirements of paragraphs (b) through
(i) of this section.

(b) Official samples.

(1) An accredited laboratory must ex-
peditiously report analytical results, in
the analyte category for which accredi-
tation was granted, of official samples
on designated forms to the Data Center
Staff, USDA/FSIS Eastern Laboratory,
Russell Research Center, P.O. Box 6085,
Athens, GA 30604 (for U.S. Postal Serv-
ice delivery), or Data Center Staff,
USDA/FSIS Eastern Laboratory, Rus-
sell Research Center, 950 College Sta-
tion Road, Athens, GA 30605 (for com-
mercial carrier delivery). When so pro-
vided for by FSIS, analytical results
may be reported to the Data Center
Staff by facsimile at (706) 546-3589, or
electronically. The Federal inspector
at any establishment may assign the
analysis of official samples to an FSIS
laboratory if, in the inspector’s judg-
ment, there are delays in receiving test
results on official samples from an ac-
credited laboratory.

(2) Every QC recovery associated
with reporting of official samples must
lie within ranges established by FSIS.

9 CFR Ch. Ill (1-1-09 Edition)

Supporting documentation must be
made available to FSIS upon request.

(c) Records. An accredited laboratory
must:

(1) Maintain laboratory quality con-
trol records for the most recent three
years that samples have been analyzed
under this Program.

(2) Maintain complete records of the
receipt, analysis, and disposition of of-
ficial samples for the most recent three
years that samples have been analyzed
under this Program.

(3) Maintain in a secure electronic
format or in a standards book, which is
preferably a permanently bound book
with sequentially numbered pages, all
records, readings, and calculations for
standard solutions. All entries are to
be dated and signed by the analyst im-
mediately upon completion of the
entry, and by the supervisor, or in the
absence of the supervisor by the super-
visor’s designee, before use of the
standard solution but no later than
within one week. The standards book is
to be retained for three years after the
last recorded entry.

(4) Maintain records and supervisor
approvals of recoveries, and of instru-
ment maintenance and calibration. The
records are to be retained for three
years after the last recorded entry.

(5) As provided in paragraph (f) of
this section, records should be avail-
able for review by any duly authorized
representative of the Secretary of Agri-
culture, including ALP personnel or
their designees.

(d) Check samples.

(1) An accredited laboratory must
analyze interlaboratory accreditation
maintenance check samples and return
the results to FSIS within three weeks
of sample receipt. This must be done
whenever requested by FSIS and at no
cost to FSIS.

(2) Results must be those of the ac-
credited laboratory. Analyses of main-
tenance check samples shall not be
contracted out by the accredited lab-
oratory.

(3) As provided by the requirements
in paragraph (h) of this section, a
check sample report will be considered
complete only if laboratories report all
analytes present in the check sample
for the analyte category in which ac-
creditation was granted.
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(e) Corporate changes. The ALP must
be informed within 30 days of any
change of address or in the laboratory’s
ownership, officers, directors, super-
visory personnel, or other responsibly
connected individual or entity.

(f) On-site review. An accredited lab-
oratory must permit any duly author-
ized representative of the Secretary to
perform both announced and unan-
nounced on-site laboratory reviews of
facilities and records, both hard copy
and electronic, during normal business
hours, and to copy any records per-
taining to the laboratory’s participa-
tion in the ALP.

(g) Analytical procedures. An accred-
ited laboratory must use analytical
procedures designated by the FSIS
ALP as being acceptable.

(h) Quality assurance levels.

(1) An accredited laboratory must
demonstrate an ability to maintain
quality assurance levels that are with-
in acceptable limits for systematic lab-
oratory difference, variability, and in-
dividual large deviations in the anal-
ysis of interlaboratory check samples
for the analyte category for which ac-
creditation was granted. An accredited
laboratory will successfully dem-
onstrate the maintenance of these ca-
pabilities if its analytical results from
interlaboratory accreditation mainte-
nance check samples satisfy the cri-
teria presented in this paragraph (h).
All statistical computations are to be
rounded to the nearest tenth, except
where otherwise noted.

(2) In addition, a laboratory accred-
ited for a specific chemical residue or a
chemical residue class:

(i) Must satisfy criteria presented in
this paragraph for chemical residue re-
coveries and proper identification;

(ii) Must demonstrate the mainte-
nance of its capabilities by reporting
its analytical results for each specific
chemical residue found above the min-
imum proficiency level; and

(iii) Must, if accredited for the anal-
ysis of chlorinated hydrocarbons, ob-
tain analytical results that collec-
tively satisfy the criteria.

(3) Systematic laboratory difference:
The standardized difference between
the accredited laboratory’s result and
the comparison mean for each interlab-
oratory accreditation maintenance

§439.20

check sample is used to determine two
CUSUM values, designated as CUSUM-
P and CUSUM-N.

(i) When determining compliance
with this criterion for all chlorinated
hydrocarbon results in a sample collec-
tively, the following statistical proce-
dure must be followed to account for
the correlation of analytical results
within a sample: The average of the
standardized differences of the analyt-
ical results within the sample, divided
by a constant, is used in place of a sin-
gle standardized difference to deter-
mine the CUSUM-P (or CUSUM-N)
value for the sample. The constant is a
function of the number of analytical
results used to compute the average
standardized difference.

(ii) Positive systematic laboratory
difference: This value is computed and
evaluated as follows:

(A) Determine the CUSUM-P incre-
ment for the sample.

(I) The CUSUM-P increment for food
chemistry, as defined in §439.1 of this
part, is set equal to:

2.0, if the standardized difference is
greater than 2.4,

—2.0, if the standardized difference is
less than —1.6, or

the standardized difference minus 0.4,
if the standardized difference lies be-
tween —1.6 and 2.4, inclusive.

(2) The CUSUM-P increment for
chemical residues is set equal to:

2.0, if the standardized difference is
greater than 2.5,

—2.0, if the standardized difference is
less than —1.5, or

the standardized difference minus 0.5,
if the standardized difference lies be-
tween —1.5 and 2.5, inclusive.

(B) Compute the new CUSUM-P
value. The new CUSUM-P value is ob-
tained by adding, algebraically, the
CUSUM-P increment to the last pre-
viously computed CUSUM-P value. If
this computation yields a value small-
er than 0, the new CUSUM-P value is
set equal to 0.

(C) Evaluate the new CUSUM-P
value. The new CUSUM-P value must
not exceed:

(1) 5.2 for food chemistry.

(2) 4.8 for chemical residues.

(iii) Negative systematic laboratory
difference: This value is computed and
evaluated as follows:
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(A) Determine the CUSUM-N incre-
ment for the sample.

(I) The CUSUM-N increment for food
chemistry is set equal to:

2.0, if the standardized difference is
greater than 1.6,

—2.0, if the standardized difference is
less than —2.4, or

the standardized difference plus 0.4, if
the standardized difference lies be-
tween —2.4 and 1.6, inclusive.

(2) The CUSUM-N increment for
chemical residues is set equal to:

2.0, if the standardized difference is
greater than 1.5,

—2.0, if the standardized difference is
less than —2.5, or

the standardized difference plus 0.5, if
the standardized difference lies be-
tween —2.5 and 1.5, inclusive.

(B) Compute the new CUSUM-N
value. The new CUSUM-N value is ob-
tained by subtracting, algebraically,
the CUSUM-N increment from the last
previously computed CUSUM-N value.
If this computation yields a value
smaller than 0, the new CUSUM-N
value is set equal to 0.

(C) Evaluate the new CUSUM-N
value. The new CUSUM-N value must
not exceed:

(1) 5.2 for food chemistry.

(2) 4.8 for chemical residues.

(4) Variability: The absolute value of
the standardized difference between
the accredited laboratory’s result and
the comparison mean for each interlab-
oratory accreditation maintenance
check sample is used to determine a
CUSUM value, designated as CUSUM-
\'

(i) When determining compliance
with this criterion for all chlorinated
hydrocarbon results in a sample collec-
tively, the following statistical proce-
dure must be followed to account for
the correlation of analytical results
within a sample: The square root of the
sum of the within sample variance and
the average standardized difference of
the sample, divided by a constant, is
used in place of the absolute value of
the standardized difference to deter-
mine the CUSUM-V value for the sam-
ple. The constant is a function of the
number of analytical results used to
compute the average standardized dif-
ference.
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(ii) The variability value is computed
and designated as follows:

(A) Determine the CUSUM-V incre-
ment for the sample. The CUSUM in-
crement is set equal to the larger of
—0.4 or the absolute value of the stand-
ardized difference minus 0.9. If this
computation yields a value larger than
1.6, the increment is set equal to 1.6.

(B) Compute the new CUSUM-V
value. The new CUSUM-V value is ob-
tained by adding, algebraically, the
CUSUM-V increment to the last pre-
viously computed CUSUM-V value. If
this computation yields a value less
than 0, the new CUSUM-V value is set
equal to 0.

(C) Evaluate the new CUSUM-V
value. The new CUSUM-V value must
not exceed 4.3.

(5) Large deviations: The large devi-
ation measure of the accredited labora-
tory’s result for each interlaboratory
accreditation maintenance check sam-
ple is used to determine a CUSUM
value, designated as CUSUM-D.

(i) A result will have a large devi-
ation measure equal to zero when the
absolute value of the result’s standard-
ized difference, (d), is less than 2.5, and
otherwise a measure equal to 1—(2.5/d).

(ii) The large deviation value is com-
puted and evaluated as follows:

(A) Determine the CUSUM-D incre-
ment for the sample. The CUSUM in-
crement is set equal to the value of the
large deviation measure minus 0.025.

(B) Compute the new CUSUM-D
value. The new CUSUM-D value is ob-
tained by adding, algebraically, the
CUSUM-D increment to the last pre-
viously computed CUSUM-D value. If
this computation yields a value less
than 0, the new CUSUM-D value is set
equal to 0.

(C) Evaluate the new CUSUM-D
value. The new CUSUM-D value must
not exceed 1.0.

(6) For chemical residues:

(i) Each QC recovery must lie within
ranges established by FSIS.

Supporting documentation must be
made available to FSIS upon request.

(ii) Not more than one residue
misidentification may be made in any
two consecutive check samples.

(iii) Not more than two residue
misidentifications may be made in any
eight consecutive check samples.
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(i) Fees. An accredited laboratory
must pay the required accreditation fee
when it is due.

(j) Probation. An accredited labora-
tory must meet the following require-
ments if placed on probation pursuant
to §439.51 of this part:

(1) Send all official samples that have
not been analyzed as of the date of
written notification of probation to a
specified FSIS laboratory by certified
mail or private carrier or, as an alter-
native and as directed by FSIS, to a
laboratory accredited by FSIS for the
designated analyte(s). Mailing expenses
will be paid by FSIS.

(2) Analyze a set of check samples
similar to those used for initial accred-
itation, and submit the analytical re-
sults to FSIS within three weeks of re-
ceipt of the samples.

(3) Satisfy criteria for accreditation
check samples specified in §439.10 of
this part.

§439.50 Refusal of accreditation.

Upon a determination by the Admin-
istrator, a laboratory will be refused
accreditation for the following reasons:

(a) A laboratory will be refused ac-
creditation for failure to meet the re-
quirements of §439.5 or §439.10 of this
part.

(b) A laboratory will be refused sub-
sequent accreditation for failure to re-
turn to an FSIS laboratory, by cer-
tified mail or private carrier, or, as an
alternative and as directed by FSIS, to
a laboratory accredited by FSIS for the
designated analytes, all official sam-
ples that have not been analyzed as of
the notification of a loss of accredita-
tion.

(c) A laboratory will be refused ac-
creditation if the laboratory or any in-
dividual or entity responsibly con-
nected with the laboratory has been
convicted of, or is under indictment
for, or has charges on an information
brought against them in a Federal or
State court concerning any of the fol-
lowing violations of law:

(1) Any felony.

(2) Any misdemeanor based upon ac-
quiring, handling, or distributing of
unwholesome, misbranded, or decep-
tively packaged food or upon fraud in
connection with transactions in food.

§439.53

(3) Any misdemeanor based upon a
false statement to any governmental
agency.

(4) Any misdemeanor based upon the
offering, giving or receiving of a bribe
or unlawful gratuity.

§439.51 Probation of accreditation.

Upon a determination by the Admin-
istrator, a laboratory will be placed on
probation for the following reasons:

(a) If the laboratory fails to complete
more than one interlaboratory accredi-
tation maintenance check sample anal-
ysis as required by §439.20(d) of this
part within 12 consecutive months, un-
less written permission is granted by
the Administrator.

(b) If the laboratory fails to meet any
of the criteria set forth in §§439.20(d)
and 439.20(h) of this part.

§439.52 Suspension of accreditation.

The accreditation of a laboratory
will be suspended if the laboratory or
any individual or entity responsibly
connected with the laboratory is in-
dicted or has charges on information
brought against them in a Federal or
State court for any of the following
violations of law:

(a) Any felony.

(b) Any misdemeanor based upon ac-
quiring, handling, or distributing of
unwholesome, misbranded, or decep-
tively packaged food or upon fraud in
connection with transactions in food.

(¢) Any misdemeanor based upon a
false statement to any governmental
agency.

(d) Any misdemeanor based upon the
offering, giving or receiving of a bribe
or unlawful gratuity.

§439.53 Revocation of accreditation.

The accreditation of a laboratory
will be revoked for the following rea-
sons:

(a) An accredited laboratory that is
accredited to perform analysis under
§§439.5, 439.10 and 439.20 of this part will
have its accreditation revoked for fail-
ure to meet any of the requirements of
§439.20 of this part, except for the fol-
lowing circumstances. If the accredited
laboratory fails to meet any of the cri-
teria set forth in §§439.20(d) and
439.20(h) of this part and it has not
failed during the 12 months preceding
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its failure to meet the criteria, it shall
be placed on probation, but if it has
failed at any time during those 12
months, its accreditation will be re-
voked.

(b) An accredited laboratory will
have its accreditation revoked if the
Administrator determines that the lab-
oratory or any responsibly connected
individual or any agent or employee
has:

(1) Altered any official sample or an-
alytical finding; or

(2) Substituted any analytical result
from any other laboratory and rep-
resented the result as its own.

(c) An accredited laboratory will
have its accreditation revoked if the
laboratory or any individual or entity
responsibly connected with the labora-
tory is convicted in a Federal or State
court of any of the following violations
of law:

(a) Any felony.

(b) Any misdemeanor based upon ac-
quiring, handling, or distributing of
unwholesome, misbranded, or decep-
tively packaged food or upon fraud in
connection with transactions in food.

(c) Any misdemeanor based upon a
false statement to any governmental
agency.

(d) Any misdemeanor based upon the
offering, giving or receiving of a bribe
or unlawful gratuity.

§439.60 Notification and hearings.

Accreditation of any laboratory will
be refused, suspended, or revoked under
the conditions previously described in
this Part 439. The owner or operator of
the laboratory will be sent written no-
tice of the refusal, suspension, or rev-
ocation of accreditation by the Admin-
istrator. In such cases, the laboratory
owner or operator will be provided an
opportunity to present, within 30 days
of the date of the notification, a state-
ment challenging the merits or valid-
ity of such action and to request an
oral hearing with respect to the denial,
suspension, or revocation decision. An
oral hearing will be granted if there is
any dispute of material fact joined in
such responsive statement. The pro-
ceeding will be conducted thereafter in
accordance with the applicable rules of
practice, which will be adopted for the
proceeding. Any such refusal, suspen-

9 CFR Ch. Ill (1-1-09 Edition)

sion, or revocation will be effective
upon the receipt by the laboratory of
the notification and will continue in
effect until final determination of the
matter by the Administrator.

PART 441—CONSUMER PROTEC-
TION STANDARDS: RAW PROD-
UCTS

AUTHORITY: 21 U.S.C. 451-470, 601-695; 7
U.S.C. 450, 1901-1906; 7 CFR 2.18, 2.53.

SOURCE: 66 FR 1771, Jan. 9, 2001, unless oth-
erwise noted.

§441.10 Retained water.

(a) Raw livestock and poultry car-
casses and parts will not be permitted
to retain water resulting from post-
evisceration processing unless the es-
tablishment preparing those carcasses
and parts demonstrates to FSIS, with
data collected in accordance with a
written protocol, that any water re-
tained in the carcasses or parts is an
unavoidable consequence of the process
used to meet applicable food safety re-
quirements.

(b) Raw livestock and poultry car-
casses and parts that retain water from
post-evisceration processing and that
are sold, transported, offered for sale or
transportation, or received for trans-
portation, in commerce, must bear a
statement on the label in prominent
letters and contiguous to the product
name or elsewhere on the principal dis-
play panel of the label stating the max-
imum percentage of water that may be
retained (e.g., “up to X% retained
water,” ‘“‘less than X% retained water,”
“up to X% water added from proc-
essing’’). The percent water statement
need not accompany the product name
on other parts of the label. Raw live-
stock and poultry carcasses and parts
that retain no water may bear a state-
ment that no water is retained.

(c)(1) An establishment subject to
paragraph (a) of this section must
maintain on file and available to FSIS
its written data-collection protocol.
The protocol must explain how data
will be collected and used to dem-
onstrate the amount of retained water
in the product covered by the protocol
that is an unavoidable consequence of
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