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sampling of the Group. When pursuant
to paragraph (c)(2)(vi) of this section,
new lots of the product are no longer
being U.S. retained, the product shall
again be considered with its Group.

(d) Adulterated and misbranded prod-
ucts. Products not meeting specified
PFF requirements, determined accord-
ing to procedures set forth in this sec-
tion, may be deemed adulterated under
section 1(m)(8) of the Act (21 U.S.C.
601(m)(8)) and misbranded under sec-
tion 1(n) of the Act (21 U.S.C. 601(n)).

(e) Quality control. Cured pork prod-
ucts bearing on their labeling the
statement “X% of Weight is Added In-
gredients’ shall be prepared only under
a quality control system or program in
accordance with §318.4 of this sub-
chapter. With respect to any other
cured pork product, official establish-
ments may institute quality control
procedures under §318.4 of this sub-
chapter. Cured pork products produced
in such establishments may be exempt
from the requirements of this section,
provided inplant quality control proce-
dures are shown to attain the same or
higher degree of compliance as the pro-
cedures set forth in this section; pro-
vided, however, that all cured pork
products produced shall be subject to
the applicable Absolute Minimum PFF
content requirement, regardless of any
quality control procedures in effect.

[49 FR 14877, Apr. 13, 1984; 49 FR 33434, Aug.
23, 1984, as amended at 59 FR 33642, June 30,
1994; 60 FR 10304, Feb. 24, 1995; 62 FR 45025,
Aug. 25, 1997]

§318.20 Use of animal drugs.

Animal drug residues are permitted
in meat and meat food products if such
residues are from drugs which have
been approved by the Food and Drug
Administration and any such drug resi-
dues are within tolerance levels ap-
proved by the Food and Drug Adminis-
tration, unless otherwise determined
by the Administrator and listed herein.

[50 FR 32165, Aug. 9, 1985]

§318.21 Accreditation of
laboratories.

(a) Definitions—Accredited laboratory—
A non-Federal analytical laboratory
that has met the requirements for ac-
creditation specified in this section
and hence, at an establishment’s dis-

chemistry

9 CFR Ch. Ill (1-1-01 Edition)

cretion, may be used in lieu of an FSIS
laboratory for analyzing official regu-
latory samples. Payment for the anal-
ysis of official samples is to be made by
the establishment using the accredited
laboratory.

Accreditation—Determination by
FSIS that a laboratory is qualified to
analyze official samples of product sub-
ject to regulations in this subchapter
and part 381 of this chapter for the
presence and amount of all four food
chemistry analytes (protein, moisture,
fat, and salt); or a determination by
FSIS that a laboratory is qualified to
analyze official samples of product sub-
ject to regulations in this subchapter
and part 381 of this chapter for the
presence and amount of one of several
classes of chemical residue, in accord-
ance with the requirements of the Ac-
credited Laboratory Program. Accredi-
tations are granted separately for the
food chemistry analysis of official sam-
ples and for the analysis of such sam-
ples for any one of the several classes
of chemical residue. A laboratory may
hold more than one accreditation.

AOAC methods—Methods of chemical
analysis, Chapter 39, Association of Of-
ficial Analytical Chemists (AOAC),
published in the ‘‘Official Methods of
Analysis of the Association of Official
Analytical Chemists,”” 15th edition,
1990.1 The ‘‘Official Methods of Anal-
ysis of the Association of Official Ana-
lytical Chemists,”” 16th edition, 1990, is
incorporated by reference with the ap-
proval of the Director of the Federal
Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51.

Chemical residue misidentification— see
“correct chemical residue identifica-
tion”’ definition.

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

Comparison Mean—The average, for a
sample, of all accredited and FSIS lab-
oratories’ average results, each of

1A copy of the ‘“Official Methods of Anal-
ysis of the Association of Official Analytical
Chemists,”” 156th edition, 1990, is on file with
the Director, Office of the Federal Register,
and may be purchased from the Association
of Official Analytical Chemists, Inc., 2200
Wilson Boulevard, Suite 400, Arlington, Vir-
ginia 22201.
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which has a large deviation measure of
zero, except when only two labora-
tories perform the analysis, as in the
case of split sample analysis by both an
accredited laboratory and an FSIS lab-
oratory. In the latter case, the com-
parison mean is the average of the two
laboratories’ results. For food chem-
istry, a result for a laboratory is the
obtained analytical value; for chemical
residues, a result is the logarithmic
transformation of the obtained analyt-
ical value.

Correct chemical residue identifica-
tion—Correct identification by a lab-
oratory of a chemical residue whose
concentration, in a sample, is equal to
or greater than the minimum reporting
level for that residue, as determined by
the median of all positive analytical
values obtained by laboratories ana-
lyzing the sample. Failure of a labora-
tory to report the presence such a
chemical residue is considered a mis-
identification. In addition, reporting
the presence of a residue at a level
equal to or above the minimum report-
ing level that is not reported by 90 per-
cent or more of all other laboratories
analyzing the sample, is considered a
misidentification.

CUSUM—A class of statistical proce-
dures 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 four CUSUM procedures are:

(1) Positive systemic laboratory dif-
ference CUSUM (CUSUM-P)—monitors
how consistently an accredited labora-
tory gets numerically greater results
than the comparison mean;

(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 discrep-
ancy’” (i.e., the combination of the ran-
dom fluctuations and systematic dif-
ferences) between an accredited labora-
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tory’s results
mean;

(4) Individual large discrepancy
CUSUM (CUSUM-D)—monitors the
magnitude and frequency of large dif-
ferences between the results of an ac-
credited laboratory and the comparison
mean.

Individual large deviation—An analyt-
ical result from a non-Federal labora-
tory that differs from the sample com-
parison mean by more than would be
expected assuming normal laboratory
variability.

Initial accreditation check sample—A
sample prepared and sent by an FSIS
laboratory to a non-Federal laboratory
to ascertain if the non-Federal labora-
tory’s analytical capability meets the
standards for granting accreditation.

Interlaboratory accreditation mainte-
nance check sample—A sample prepared
and sent by FSIS to a non-Federal lab-
oratory to assist in determining if ac-
ceptable levels of analytical capability
are being maintained by the accredited
laboratory.

Large deviation measure—A measure
that quantifies an unacceptably large
difference between a non-Federal lab-
oratory’s analytical result and the
sample comparison mean.

Minimum proficiency level—The min-
imum concentration of a residue at
which an analytical result will be used
to assess a laboratory’s quantification
capability. This concentration is an es-
timate of the smallest concentration
for which the average coefficient of
variation (CV) for reproducibility (i.e.,
combined within and between labora-
tory variability) does not exceed 20 per-
cent. (See Table 2)

Minimum reporting level—The number
such that if any obtained analytical
value equals or exceeds this number,
then the residue is reported together
with the obtained analytical value.

Official Sample—A sample selected by
a Program employee in accordance
with FSIS procedures for regulatory
use.

Probation— The period commencing
with official notification to an accred-
ited laboratory that its check or split
sample results no longer satisfy the
performance requirements specified in

and the comparison
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this rule, and ending with official noti-
fication that accreditation is either
fully restored, suspended, or revoked.

QA (quality assurance) recovery—The
ratio of a laboratory’s unadjusted ana-
lytical value of a check sample residue
to the residue level fortified by the
FSIS laboratory that prepared the
sample, multiplied by 100. (See Table
2.)

QC (quality control) recovery—The
ratio of a laboratory’s unadjusted ana-
lytical value of a quality control stand-
ard to the fortification level of the
standard, multiplied by 100. (See Table
2.)

Refusal of Accreditation—An action
taken when a laboratory which is ap-
plying for accreditation is denied the
accreditation.

Responsibly connected—Any individual
who or entity which is a partner, offi-
cer, director, manager, or owner of 10
per centum or more of the voting stock
of the applicant or recipient of accredi-
tation 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.

Revocation of Accreditation—An action
taken against a laboratory which re-
moves its right to analyze official sam-
ples.

Split sample— An official sample di-
vided into duplicate portions, one por-
tion to be analyzed by an accredited
laboratory (for official regulatory pur-
poses) and the other portion by an
FSIS laboratory (for comparison pur-
poses).

Standardizing Constant—The number
which is the result of a mathematical
adjustment to the ‘‘standardized
value.” Specifically, the number equals
the square root of the expected vari-
ance of the difference between the ac-
credited or applying laboratory’s result
and the comparison mean on a sample,
taking into consideration the standard-
izing value, the correlation and number
of repeated results by a laboratory on a
sample, and the number of laboratories
that analyzed the sample.

Standardized Difference—The quotient
of the difference between a laboratory’s
result on a sample and the comparison

9 CFR Ch. Ill (1-1-01 Edition)

mean of the sample divided by the
standardizing constant.

Standardizing Value—A number rep-
resenting the performance standard de-
viation of an individual result (see Ta-
bles 1 and 2 and footnotes to the Tables
for determining exact procedures for
calculation).

Suspension of Accreditation—Action
taken against a laboratory which tem-
porarily removes its right to analyze
official samples. Suspension of accredi-
tation ends when accreditation is ei-
ther fully restored or revoked.

Systematic laboratory  difference—A
comparison of one laboratory’s results
with the comparison means on samples
that shows, on average, a consistent re-
lationship. A laboratory that is report-
ing, on average, numerically greater
results than the comparison mean has
a positive systematic laboratory dif-
ference and, conversely, numerically
smaller results indicate a negative sys-
tematic laboratory difference.

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

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

TABLE 1—STANDARDIZING VALUES FOR FOOD
CHEMISTRY
[By product class and analyte]

Product/

3
Class Salt

Moisture Proteint Fat2

Cured
Pork/
Cann-
ed
Ham 0.50

Ground
Beef .. 0.71

Other .... 0.57

0.060 0.26 (0.30) 0.127
0.060

0.060

0.127
0.127

(0.35)
0.26 (0.30)

1To obtain the standardizing value for a sample the appro-
priate entry in this column is multiplied by X265 where X is the
comparison mean of the sample.

2To obtain the standardizing value for a sample, the appro-
priate entry in this column is multiplied by X025, where X is
the comparison mean of the sample. The appropriate entry is
equal to the value in parentheses when X is equal to or great-
er than 12.5 percent, otherwise it is equal to 0.26.

3To obtain the standardizing value for a sample, when the
comparison mean of the sample, X, is less than 1.0 percent,
the standardizing value equals 0.127, otherwise the appro-
priate entry is multiplied by X925, When X is equal to or great-
er than 4.0 percent for dry salami and pepperoni products, the
standardizing value equals 0.22.
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TABLE 2—MINIMUM PROFICIENCY LEVELS, PERCENT EXPECTED RECOVERIES (QC AND QA), AND
STANDARDIZING VALUES FOR CHEMICAL RESIDUES

P Percent expected i
Class of residues '}fé?é?g)ﬂ e’?/rgl- recoveré A(SQPC and Sta?,gfgg g
Chlorinated Hydrocarbons:*
AldriN 0.10 ppm 80-110 0.20
Benzene Hexachloride ... 0.10 ppm 80-110 0.20
Chlordane ........cccccceeenenene 0.30 ppm 80-110 0.20
Dieldrin ......ccooviviiiiiiies 0.10 ppm 80-110 0.20
............. 0.15 ppm 80-110 0.20
............. 0.10 ppm 80-110 0.20
...... 0.15 ppm 80-110 0.20
TN 0.10 ppm 80-110 0.20
Heptachlor ... e 0.10 ppm 80-110 0.20
Heptachlor Epoxide . 0.10 ppm 80-110 0.20
Lindane ........ FE USSR UPUPUPTPRUROPOONE 0.10 ppm 80-110 0.20
Methoxychlor .................... 0.50 ppm 80-110 0.20
Toxaphene ... . 1.00 ppm 80-110 0.20
Hexachlorobenzene ... 0.10 ppm 80-110 0.20
IVIFEX ot 0.10 ppm 80-110 0.20
NONACKIOT ... 0.15 ppm 80-110 0.20
Polychlorinated Biphenyls: 0.50 ppm 80-110 0.20
ATSENICZ ...t 0.20 ppm 90-105 0.25
Sulfonamides? ............. 0.08 ppm 70-120 0.25
Volatile NitroSamINe 2 ..........ccvveriiiriiineereeeseeeeee s 5 ppm 70-110 0.25

1Laboratory statistics are computed over all results (excluding PCB results), and for specific chemical residues.
2Laboratory statistics are only computed for specific chemical residues.
3The standardizing value of all initial accreditation and probationary check samples computations is 0.15.

(b) Laboratories accredited for analysis
of protein, moisture, fat, and salt content
of meat and meat products—

(1) Applying for accreditation. Applica-
tion for accreditation shall be made on
designated forms provided by FSIS, or
otherwise in writing, by the owner or
manager of a non-Federal analytical
laboratory and sent to the Accredited
Laboratory Program, room 516-A,
Annex Building, Food Safety and In-
spection Service, U.S. Department of
Agriculture, 300 12th Street SW., Wash-
ington, DC 20250-3700, and shall specify
the kinds of accreditation that are
wanted by the owner or manager of the
laboratory. A laboratory whose accred-
itation has been refused or revoked
may reapply for accreditation after 60
days from the effective date of that ac-
tion, and must provide written docu-
mentation specifying what corrections
were made.

(i) At the time that an Application
for Accreditation is filed with the Ac-
credited Laboratory Program, FSIS,
and annually thereafter upon receipt of
the bill issued by FSIS on the anniver-
sary date of each accreditation, the
management of a laboratory shall re-
imburse the program at the rate speci-
fied in 9 CFR 391.5 for the cost of each

accreditation that is sought for the
laboratory or that the laboratory
holds.

(ii) Simultaneously with the initial
application for accreditation, the man-
agement of a laboratory shall forward
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) sought by the laboratory. Ac-
creditation will not be granted or con-
tinued, without further procedure, for
failure to pay the accreditation fee(s).
The fee(s) paid shall be nonrefundable
and shall be credited to the account
from which the expenses of the labora-
tory accreditation program are paid.

(iii) Annually on the anniversary
date of each accreditation, FSIS will
issue a bill in the amount specified in
9 CFR 391.5.

(iv) Bills are payable upon receipt by
check, bank draft, or money order,
made payable to the U.S. Department
of Agriculture, and become delinquent
30 days from the date of the bill. Ac-
creditation will be terminated without
further procedure for having a delin-
quent account. The fee(s) paid shall be
nonrefundable and shall be credited to
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the account from which the expenses of
the Accredited Laboratory Program
are paid.

(v) The accreditation of a laboratory
that was accredited by FSIS on or be-
fore December 13, 1993 and was not on
probation and whose accreditation on
that date was not in suspension or rev-
ocation shall be continued, provided
that such laboratory reapply for ac-
creditation in accordance with the pro-
visions of this paragraph (b)(1) by Jan-
uary 12, 1994 (30 days after the effective
date of this section), and that the re-
application be accepted by the Agency.
The CUSUM values for such laboratory
will be reset at zero upon acceptance of
its reapplication. The accreditation of
a laboratory that is on probation shall
be continued, provided that the labora-
tory reapply for accreditation by Feb-
ruary 11, 1994 (60 days after the effec-
tive date of this section), that the re-
application be accepted by the Agency,
and that the laboratory satisfy the
terms of the probation.

(2) Criteria for obtaining accreditation.
Non-Federal analytical laboratories
may be accredited for the analyses of
moisture, protein, fat, and salt content
of meat and meat food products. Ac-
creditation will be given only if the ap-
plying laboratory successfully satisfies
the requirements presented below, for
all four analytes. This accreditation
authorizes official FSIS acceptance of
the analytical test results provided by
these laboratories on official samples.
To obtain FSIS accreditation for mois-
ture, protein, fat, and salt analyses, a
non-Federal analytical laboratory
must:

(i) Be supervised by a person holding,
as a minimum, a bachelor’s degree in
either chemistry, food science, food
technology, or a related field and hav-
ing 1 year’s experience in food chem-
istry, or equivalent qualifications, as
determined by the Administrator.

(i1) Demonstrate acceptable levels of
systematic laboratory difference, vari-
ability, and individual large deviations
in the analyses of moisture, protein,
fat, and salt content using AOC meth-
ods. An applying laboratory will suc-
cessfully demonstrate these capabili-
ties if its moisture, protein, fat, and
salt results from a 36 check sample ac-
creditation study each satisfy the cri-

9 CFR Ch. Ill (1-1-01 Edition)

teria presented below.2 If the labora-
tory’s analysis of an analyte (or
analytes) from the first set of 36 check
samples does not meet the criteria for
obtaining accreditation, a second set of
36 check samples will be provided with-
in 30 days following the date of receipt
by FSIS of a request from the applying
laboratory. The second set of samples
shall be analyzed for only the
analyte(s) for which unacceptable ini-
tial results had been obtained by the
laboratory. If the results of the second
set of samples do not meet the accredi-
tation criteria, the laboratory may re-
apply after a 60-day waiting period,
commencing from the date of refusal of
accreditation by FSIS. At that time, a
new application, all fees, and all docu-
mentation of corrective action re-
quired for accreditation must be sub-
mitted.

(A) Systematic laboratory difference:
The absolute value of the average
standardized difference must not ex-
ceed 0.73 minus the product of 0.17 and
the standard deviation of the standard-
ized differences.

(B) Variability: The estimated stand-
ard deviation of the standardized dif-
ferences must not exceed 1.15.

(C) Individual large deviations: One
hundred times the average of the large
deviation measures of the individual
samples must be less than 5.0.3

(iii) Allow inspection of the labora-
tory by FSIS officials prior to the de-
termination of granting accredited sta-
tus.

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

(3) Criteria for maintaining accredita-
tion. To maintain accreditation for
moisture, protein, fat, and salt anal-
yses, a non-Federal analytical labora-
tory must:

(i) Report analytical results of the
moisture, protein, fat, and salt content
of official samples, weekly, on des-
ignated forms to the FSIS Eastern
Laboratory, College Station Road, P.O.

2 All statistical computations are rounded

to the nearest tenth, except where otherwise
noted.

3 A result will have a large deviation meas-
ure 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)%.
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Box 6085, Athens, GA 30604, or to the
address designated by the Quality Sys-
tems Branch, FSIS Chemistry Division.

(ii) Maintain laboratory quality con-
trol records for the most recent 3 years
that samples have been analyzed under
this Program.

(iii) Maintain complete records of the
receipt, analysis, and disposition of of-
ficial samples for the most recent 3
years that samples have been analyzed
under this Program.

(iv) Maintain a standards book,
which is a permanently bound book
with sequentially numbered pages, con-
taining all readings and calculations
for standardization of solutions, deter-
mination of recoveries, and calibration
of instruments. All entries are to be
dated and signed by the analyst imme-
diately upon completion of the entry
and by his/her supervisor within 2
working days. The standards book is to
be retained for a period of 3 years after
the last entry is made.

(v) Analyze interlaboratory accredi-
tation maintenance check samples and
return the results to FSIS within 3
weeks of sample receipt. This must be
done whenever requested by FSIS and
at no cost to F'SIS.

(vi) Inform the Accredited Labora-
tory Program, room 516-A, Annex
Building, Food Safety and Inspection
Service, U.S. Department of Agri-
culture, 300 12th Street, SW., Wash-
ington, DC 20250-3700, by certified or
registered mail, within 30 days, when
there is any change in the laboratory’s
ownership, officers, directors, super-
visory personnel, or other responsibly
connected individual or entity.

(vii) Permit any duly authorized rep-
resentative of the Secretary to perform
both announced and unannounced on-
site laboratory reviews of facilities and
records during normal business hours,
and to copy any records pertaining to
the laboratory’s participation in the
Accredited Laboratory Program.

(viii) Use official AOAC methods* on
official and check samples. The ‘‘Offi-

4A copy of the “Official Methods of Anal-
ysis of the Association of Analytical Chem-
ists,”” 156th edition, 1990, is on file with the
Director, Office of the Federal Register, and
may be purchased from the Association of
Official Analytical Chemists, Inc., 2200 Wil-
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cial Methods of Analysis of the Asso-
ciation of Official Analytical Chem-
ists,”” 16th edition, 1990, is incorporated
by reference with the approval of the
Director of the Federal Register in ac-
cordance with 5 U.S.C. 5562(a) and 1 CFR
part 51.

(ix) Demonstrate that acceptable
limits of systematic laboratory dif-
ference, variability, and individual
large deviations are being maintained
in the analyses of moisture, protein,
fat, and salt content. An accredited
laboratory will successfully dem-
onstrate the maintenance of these ca-
pabilities if its moisture, protein, fat,
and salt results from interlaboratory
accreditation maintenance check sam-
ples and/or split samples satisfy the
criteria presented below.?

(A) Systematic laboratory difference:

(1) Positive systematic laboratory dif-
ference: The standardized difference be-
tween the accredited laboratory’s re-
sult and that of the FSIS laboratory
for each split or interlaboratory ac-
creditation maintenance check sample
is used to determine a CUSUM value,
designated as CUSUM-P. This value is
computed and evaluated as follows:

(1) Determine the CUSUM increment
for the sample. The CUSUM increment
is set equal to:

2.0, if the standardized difference is greater
than 1.6,

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

or

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

(i) Compute the new CUSUM-P
value. The new CUSUM-P value is ob-
tained by adding algebraically, the
CUSUM 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. [CUSUM-P values are
initialized at zero; that is, the CUSUM-
P value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

son Boulevard, Suite 400, Arlington, Virginia
22201.

5 All statistical computations are rounded
to the nearest tenth, except where otherwise
noted.
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(7ii) Evaluate the new CUSUM-P
value. The new CUSUM-P value must
not exceed 5.2.

(2) Negative systematic laboratory dif-
ference: The standardized difference be-
tween the accredited laboratory’s re-
sult and that of the FSIS laboratory
for each split or interlaboratory ac-
creditation maintenance check sample
is used to determine a CUSUM value,
designated as CUSUM-N. This value is
computed and evaluated as follows:

(1) Determine the CUSUM increment
for the sample. The CUSUM increment
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 between —2.4 and
1.6, inclusive.

(ii) Compute the new CUSUM-N
value. The new CUSUM-N value is ob-
tained by subtracting, algebraically,
the CUSUM increment to the last pre-
viously computed CUSUM-N value. If
this computation yields a value small-
er than 0, the new CUSUM-N value is
set equal to 0. [CUSUM-N values are
initialized at zero; that is, the CUSUM-
N value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

(7ii) Evaluate the new CUSUM-N
value. The new CUSUM-N value must
not exceed 5.2.

(B) Variability: The absolute value of
the standardized difference between
the accredited laboratory’s result and
that of the FSIS laboratory for each
split sample or interlaboratory accred-
itation maintenance check sample is
used to determine a CUSUM value, des-
ignated as CUSUM-V. This value is
computed and evaluated as follows:

(I) Determine the CUSUM increment
for the sample. The CUSUM increment
is set equal to the larger of —0.4 and
the absolute value of the standardized
difference minus 0.9. If this computa-
tion yields a value larger than 1.6, the
increment is set equal to 1.6.

(2) Compute the new CUSUM-V
value. The new CUSUM-V value is ob-
tained by adding, algebraically, the
CUSUM increment to the last pre-

9 CFR Ch. Ill (1-1-01 Edition)

viously computed CUSUM-V value. If
this computation yields a value less
than 0, the new CUSUM-V value is set
equal to 0. [CUSUM-V values are
initialized at zero; that is, the CUSUM-
V value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

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

(C) Large deviations: The large devi-
ation measure of the accredited labora-
tory’s result for each split sample or
interlaboratory accreditation mainte-
nance check sample is used to deter-
mine a CUSUM value, designated as
CUSUM-D.6 This value is computed and
evaluated as follows:

(I) Determine the CUSUM increment
for the sample. The CUSUM increment
is set equal to the value of the large de-
viation measure minus 0.025.

(2) Compute the new CUSUM-D
value. The new CUSUM-D value is ob-
tained by adding, algebraically, the
CUSUM increment to the last pre-
viously computed CUSUM-D value. If
this computation yields a value less
that 0, the new CUSUM-D value is set
equal to 0. [CUSUM-D values are
initialized at zero; that is, the CUSUM-
D value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

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

(x) Meet the following requirements
if placed on probation pursuant to
paragraph (e) of this section:

(A) 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, to an accredited laboratory ap-
proved for food chemistry. Mailing ex-
penses will be paid by FSIS.

(B) Analyze a set of check samples
similar to those used for initial accred-
itation, and submit the analytical re-
sults to FSIS within 3 weeks of receipt
of the samples.

(C) Satisfy criteria for check samples
specified in paragraphs (b)(2)(ii) (A),
(B), and (C) of this section.

6See footnote 3.
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(xi) Expeditiously report analytical
results of official samples to the FSIS
Eastern Laboratory, College Station
Road, P.O. Box 6085, Athens, GA 30604,
or to the address designated by the
Quality Systems Branch, FSIS Chem-
istry Division. 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.

(xii) Pay the required accreditation
fee when it is due.

(c) Laboratories accredited for analysis
of a class of chemical residues in meat and
meat food products.

(1) Applying for accreditation. Applica-
tion for accreditation shall be made on
designated forms provided by FSIS, or
otherwise in writing, by the owner or
manager of the non-Federal analytical
laboratory and sent to the Accredited
Laboratory Program, room 516-A,
Annex Building, Food Safety and In-
spection Service, U.S. Department of
Agriculture, 300 12th Street, SW.,
Washington, DC 20250-3700, and shall
specify the kinds of accreditation that
are wanted by the owner or manager of
the laboratory. A laboratory whose ac-
creditation has been refused or revoked
may reapply for accreditation after 60
days from the effective date of that ac-
tion, and must provide written docu-
mentation specifying what corrections
were made.

(i) At the time that an Application
for Accreditation is filed with the Ac-
credited Laboratory Program, FSIS,
and annually thereafter upon receipt of
the bill issued by FSIS on the anniver-
sary date of each accreditation, the
management of a laboratory shall re-
imburse the program at the rate speci-
fied in 9 CFR 391.5 for the cost of each
accreditation that is sought for the
laboratory or that the laboratory
holds.

(ii) Simultaneously with the initial
application for accreditation, the man-
agement of a laboratory shall forward
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) sought for the laboratory. Ac-
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creditation will not be granted or con-
tinued, without further procedure, for
failure to pay the accreditation fee(s).
The fee(s) paid shall be nonrefundable
and shall be credited to the account
from which the expenses of the labora-
tory accreditation program are paid.

(iii) Annually on the anniversary
date of each accreditation, FSIS will
issue a bill in the amount specified in
9 CFR 391.5.

(iv) Bills are payable upon receipt by
check, bank draft, or money order,
made payable to the U.S. Department
of Agriculture, and become delinquent
30 days from the date of the bill. Ac-
creditation will be terminated without
further procedure for having a delin-
quent account. The fee(s) paid shall be
nonrefundable and shall be credited to
the account from which the expenses of
the Accredited Laboratory Program
are paid.

(v) The accreditation of a laboratory
that was accredited by FSIS on or be-
fore December 13, 1993 and was not on
probation and whose accreditation on
that date was not in suspension or rev-
ocation shall be continued, provided
that such laboratory reapply for ac-
creditation in accordance with the pro-
visions of this paragraph (c)(1), by Jan-
uary 12, 1994 (30 days of the effective
date of this section), and that the re-
application be accepted by the Agency.
The CUSUM values for such laboratory
will be reset at zero upon acceptance of
its reapplication. The accreditation of
a laboratory that is on probation shall
be continued, provided that such lab-
oratory reapply for accreditation by
February 11, 1994 (60 days of the effec-
tive date of this section), that the re-
application be accepted by the Agency,
and that the laboratory satisfy the
terms of the probation.

(2) Criteria for obtaining accreditation.
Non-Federal analytical laboratories
may be accredited for the analysis of a
class of chemical residues in meat and
meat food products. Accreditation will
be given only if the applying labora-
tory successfully satisfies the require-
ments presented below. This accredita-
tion authorizes official FSIS accept-
ance of the analytical test results pro-
vided by these laboratories on official
samples. To obtain FSIS accreditation
for the analysis of a class of chemical
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residues, a non-Federal analytical lab-
oratory must:

(i) Be supervised by a person holding,
as a minimum, a bachelor’s degree in
either chemistry, food science, food
technology, or a related field. Further,
either the supervisor or the analyst as-
signed to analyze the sample must
have 3 years’ experience determining
analytes at or below part per million
levels, or equivalent qualifications, as
determined by the Administrator.

(ii) Demonstrate acceptable limits of
systematic laboratory difference, vari-
ability, individual large deviations, re-
coveries, and proper identification in
the analysis of the class of chemical
residues for which application was
made, using FSIS approved procedures.
An applying laboratory will success-
fully demonstrate these capabilities if
its analytical results for each specific
chemical residue provided in a check
sample accreditation study containing
a minimum of 14 samples satisfy the
criteria presented in this paragraph
(¢)(2)(ii).” 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 (c)(2)(ii)
(A), (B), (C), (D), (E), and (F) will only
be determined when six or more ana-
lytical results with associated com-
parison means at or above the loga-
rithm of the minimum proficiency
level are available.] If the results of
the first set of check samples do not
meet these criteria for obtaining ac-
creditation, a second set of at least 14
samples will be provided within 30 days
following the date of receipt by FSIS of
a request from the applying laboratory.
If the results of the second set of sam-
ples do not meet accreditation criteria,
the laboratory may reapply after a 60-
day waiting period, commencing from
the date of refusal of accreditation by
FSIS. At that time, a new application,
all fees, and all documentation of cor-
rective action required for accredita-
tion must be submitted.

(A) Systematic laboratory difference:
The absolute value of the average

7All statistical computations are rounded
to the nearest tenth, except where otherwise
noted.

9 CFR Ch. Ill (1-1-01 Edition)

standardized difference must not ex-
ceed 1.67 (2.00 if there are less than 12
analytical results) minus the product
of 0.29 and the standard deviation of
the standardized differences.

(B) Variability: The standard devi-
ation of the standardized differences
must not exceed a computed limit.
This limit is a function of the number
of analytical results used in the com-
putation of the standard deviation, and
of the amount of variability associated
with the results from the participating
FSIS laboratories.

(C) Individual large deviations: One
hundred times the average of the large
deviation measures of the individual
analytical results must be less than
5.0.8

(D) @A recovery: The average of the
QA recoveries of the individual analyt-
ical results must lie within the range
given in Table 2 under the column enti-
tled ‘‘Percent Expected Recovery.”’

(E) QC recovery: All QC recoveries
must lie within the range given in
Table 2 under ‘‘Percent Expected Re-
covery.” Supporting documentation
must be made available to FSIS upon
request.

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

(iii) Allow inspection of the labora-
tory by FSIS officials prior to the de-
termination of granting accredited sta-
tus.

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

(3) Criteria for maintaining accredita-
tion. To maintain accreditation for
analysis of a class of chemical residues,
a non-Federal analytical laboratory
must:

(i) [Reserved]

(ii) Maintain laboratory quality con-
trol records for the most recent 3 years
that samples have been analyzed under
this Program.

(iii) Maintain complete records of the
receipt, analysis, and disposition of of-
ficial samples for the most recent 3
yvears that samples have been analyzed
under the Program.

8 A result will have a large deviation meas-

ure equal to zero when the absolute value of
the result’s standardized difference, (d), is
less than 2.5 and otherwise a measure equal
1-(2.5/d)%.
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(iv) Maintain a standards book,
which is a permanently bound book
with sequentially numbered pages, con-
taining all readings and calculations
for standardization of solutions, deter-
mination of recoveries, and calibration
of instruments. All entries are to be
dated and signed by the analyst imme-
diately upon completion of the entry
and by his/her supervisor within 2
working days. The standards book is to
be retained for a period of 3 years after
the last entry is made.

(v) Analyze interlaboratory accredi-
tation maintenance check samples and
return the results to FSIS within 3
weeks of sample receipt. This must be
done whenever requested by FSIS and
at no cost to FSIS.

(vi) Inform the Accredited Labora-
tory Program, room 516-A, Annex
Building, Food Safety and Inspection
Service, U.S. Department of Agri-
culture, 300 12th Street, SW., Wash-
ington, DC 20250-3700, by certified or
registered mail, within 30 days of any
change in the laboratory’s ownership,
officers, directors, supervisory per-
sonnel, or any other responsibly con-
nected individual or entity.

(vii) Permit any duly authorized rep-
resentative of the Secretary to perform
both announced and unannounced on-
site laboratory reviews of facilities and
records during normal business hours,
and to copy any records pertaining to
the laboratory’s participation in the
Accredited Laboratory Program.

(viii) Use analytical procedures des-
ignated and approved by FSIS.

(ix) Demonstrate that acceptable
limits of systematic laboratory dif-
ference, variability, and individual
large deviations are being maintained
in the analysis of samples, in the chem-
ical residue class for which accredita-
tion was granted. A laboratory will
successfully demonstrate the mainte-
nance of these capabilities if its ana-
lytical results for each specific chem-
ical residue found in interlaboratory
accreditation maintenance check sam-
ples and/or split samples satisfy the
criteria presented in this paragraph
(¢)(3)(ix).9:10 In addition, if the labora-

9 All statistical computations are rounded
to the nearest tenth, except where otherwise
noted.
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tory is accredited for the analysis of
chlorinated hydrocarbons, all analyt-
ical results for the residue class must
collectively satisfy the criteria.

(A) Systematic laboratory difference:

(I) Positive systematic laboratory dif-
ference: The standardized difference be-
tween the accredited laboratory’s re-
sult and that of the FSIS laboratory
for each split and/or interlaboratory
accreditation maintenance check sam-
ple is used to determine a CUSUM
value, designated as CUSUM-P.11 This
value is computed and evaluated as fol-
lows:

(i) Determine the CUSUM increment
for the sample. The CUSUM increment
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 between —1.5
and 2.5, inclusive.

(ii) Compute the new CUSUM-P
value. The new CUSUM-P value is ob-
tained by adding, algebraically, the
CUSUM 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. [CUSUM-P values are
initialized at zero; that is, the CUSUM-
P value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

(iii) Evaluate the new CUSUM-P
value. The new CUSUM-P value must
not exceed 4.8.

10 An analytical result will only be used in
the statistical evaluation of the laboratory if
the associated comparison mean is equal to
or greater than the logarithm of the min-
imum proficiency level for the residue.

11When determining compliance with this
criterion for all chlorinated hydrocarbon re-
sults in a sample collectively, the following
statistical procedure must be followed to ac-
count for the correlation of analytical re-
sults within a sample: the average of the
standardized differences of the analytical re-
sults within the sample, divided by a con-
stant, is used in place of a single standard-
ized difference to determine the CUSUM-P
(or CUSUM-N) value for the sample. The
constant is a function of the number of ana-
lytical results used to compute the average
standardized difference.
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(2) Negative systematic laboratory dif-
ference: The standardized difference be-
tween the accredited laboratory’s re-
sult and that of the FSIS laboratory
for each split and/or interlaboratory
accreditation maintenance check sam-
ple is used to determine a CUSUM
value, designated as CUSUM-N.12 This
value is computed and evaluated as fol-
lows:

(i) Determine the CUSUM increment
for the sample. The CUSUM increment
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 between -2.5
and 1.5, inclusive.

(i1) Compute the new CUSUM-N
value. The new CUSUM-N value is ob-
tained by subtracting, algebraically,
the CUSUM increment to the last pre-
viously computed CUSUM-N value. If
this computation yields a value small-
er than 0, the new CUSUM-N value is
set equal to 0. [CUSUM-N values are
initialized at zero; that is, the CUSUM-
N value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

(iii) Evaluate the new CUSUM-N
value. The new CUSUM-N value must
not exceed 4.8.

(B) Variability: The absolute value of
the standardized difference between
the accredited laboratory’s result and
that of the FSIS laboratory for each
split and/or interlaboratory accredita-
tion maintenance check sample is used
to determine a CUSUM value, des-
ignated as CUSUM-V.13 This value is
computed and evaluated as follows:

12 See footnote 11.

13When determining compliance with this
criterion for all chlorinated hydrocarbon re-
sults in a sample collectively, the following
statistical procedure must be followed to ac-
count for the correlation of analytical re-
sults within a sample: the square root of the
sum of the within sample variance and the
average standardized difference of the sam-
ple, divided by a constant, is used in place of
the absolute value of the standardized dif-
ference to determine the CUSUM-V value for
the sample. The constant is a function of the

9 CFR Ch. Ill (1-1-01 Edition)

(I) Determine the CUSUM increment
for the sample. The CUSUM increment
is set equal to the larger of —0.4 and
the absolute value of the standardized
difference minus 0.9. If this computa-
tion yields a value larger than 1.6, the
increment is set equal to 1.6.

(2) Compute the new CUSUM-V
value. The new CUSUM-V value is ob-
tained by adding, algebraically, the
CUSUM 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. [CUSUM-V values are
initialized at zero; that is, the CUSUM-
V value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

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

(C) Large Deviations: The large devi-
ation measure of the accredited labora-
tory’s result for each split and/or inter-
laboratory accreditation maintenance
check sample is used to determine a
CUSUM value, designated as CUSUM-
D.14 This value is computed and evalu-
ated as follows:

(I) Determine the CUSUM increment
for the sample. The CUSUM increment
is set equal to the large deviation
measure minus 0.025.

(2) Compute the new CUSUM-D
value. The new CUSUM-D is obtained
by adding, algebraically, the CUSUM
increment to the last previously com-
puted CUSUM-D value. If this com-
putation yields a value less than 0, the
new CUSUM-D value is set equal to 0.
[CUSUM-D values are initialized at
zero; that is, the CUSUM-D value asso-
ciated with the first sample is set equal
to the CUSUM increment for that sam-
ple.]

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

(x) Meet the following requirements
if placed on probation pursuant to
paragraph (e) of this section:

number of analytical results used to com-

pute the average standardized difference.

14 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.
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(A) 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, to an accredited laboratory ac-
credited for this specific chemical res-
idue. Mailing expense will be paid by
FSIS.

(B) Analyze a set of check samples
similar to those used for initial accred-
itation, and submit analytical results
to FSIS within 3 weeks of receipt of
the samples.

(C) Satisfy criteria for check samples
as specified in paragraphs (¢)(2)(ii) (A),
(B), (C), (D), (B), and (F) of this section.

(xi) Expeditiously report analytical
results of official samples to the East-
ern Laboratory, College Station Road,
P.O. Box 6085, Athens, GA 30604, or to
the address designated by the Quality
Systems Branch, FSIS Chemistry Divi-
sion. The Federal inspector at any es-
tablishment may assign the analysis of
official samples to an FSIS laboratory
if, in the judgment of the inspector,
there are delays in receiving test re-
sults on official samples from an ac-
credited laboratory.

(xii) Every QC recovery associated
with reporting of official samples must
be within the appropriate range given
in Table 2 under ‘‘Percent Expected Re-
covery.” Supporting documentation
must be made available to FSIS upon
request.

(xiii) Demonstrate that acceptable
levels of systematic laboratory dif-
ference, variability, individual large
deviations, recoveries, and proper iden-
tification are being maintained in the
analysis of interlaboratory accredita-
tion maintenance check samples, in
the chemical residue class for which
accreditation was granted. A labora-
tory will successfully demonstrate the
maintenance of these capabilities if its
analytical results for each specific
chemical residue found in interlabora-
tory accreditation maintenance check
samples satisfy the criteria presented
below. In addition, if the laboratory is
accredited for the analysis of
chlorinated hydrocarbons, all analyt-
ical results for the residue class must
collectively satisfy the criteria.

(A) Systematic laboratory difference—
(I) Positive systematic laboratory dif-
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ference: The standardized difference be-
tween the accredited laboratory’s re-
sult and the comparison mean for each
interlaboratory accreditation mainte-
nance check sample is used to deter-
mine a CUSUM value, designated as
CUSUM-P.15 This value is computed
and evaluated as follows:

(i) Determine the CUSUM increment
for the sample. The CUSUM increment
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 between —1.5 and
2.5, inclusive.

(i1) Compute the new CUSUM-P
value. The new CUSUM-P value is ob-
tained by adding, algebraically, the
CUSUM 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. [CUSUM-P values are
initialized at zero; that is, the CUSUM-
P value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

(7ii) Evaluate the new CUSUM-P
value. The new CUSUM-P value must
not exceed 4.8.

(2) Negative systematic laboratory dif-
ference: The standardized difference be-
tween the accredited laboratory’s re-
sult and the comparison mean for each
interlaboratory accreditation mainte-
nance check sample is used to deter-
mine a CUSUM value, designated as
CUSUM-N.16 This value is computed
and evaluated as follows:

(1) Determine the CUSUM increment
for the sample. The CUSUM increment
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 between —2.5 and
1.5, inclusive.

15 See footnote 11.
16 See footnote 11.

265



§318.21

(ii) Compute the new CUSUM-N
value. The new CUSUM-N value is ob-
tained by subtracting, algebraically,
the CUSUM increment to the last pre-
viously computed CUSUM-N value. If
this computation yields a value small-
er than 0, the new CUSUM-N value is
set equal to 0. [CUSUM-N values are
initialized at zero; that is, the CUSUM-
N value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

(iit) Evaluate the new CUSUM-N
value. The new CUSUM-N value must
not exceed 4.8.

(B) 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-
V.17 This value is computed and evalu-
ated as follows:

(I) Determine the CUSUM increment
for the sample. The CUSUM increment
is set equal to the larger of —0.4 or the
absolute value of the standardized dif-
ference minus 0.9. If this computation
yields a value larger than 1.6, the in-
crement is set equal to 1.6.

(2) Compute the new CUSUM-V
value. The new CUSUM-V value is ob-
tained by adding, algebraically, the
CUSUM 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. [CUSUM-V values are
initialized at zero; that is, the CUSUM-
V value associated with the first sam-
ple is set equal to the CUSUM incre-
ment for that sample.]

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

(C) 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.18 This

17 See footnote 13.

18 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.

9 CFR Ch. Ill (1-1-01 Edition)

value is computed and evaluated as fol-
lows:

(I) Determine the CUSUM increment
for the sample. The CUSUM increment
is set equal to the value of the large de-
viation measure minus 0.025.

(2) Compute the new CUSUM-D
value. The new CUSUM-D is obtained
by adding, algebraically, the CUSUM
increment to the last previously com-
puted CUSUM-D value. If this com-
putation yields a value less than 0, the
new CUSUM-D value is set equal to 0.
[CUSUM-D values are initialized at
zero; that is, the CUSUM-D value asso-
ciated with the first sample is set equal
to the CUSUM increment for that sam-
ple.]

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

(D) Each QC Recovery is within the
range given in Table 2 under ‘‘Percent
Expected Recovery”’. Supporting docu-
mentation must be made available to
F'SIS upon request.

(B) Not more than 1 residue
misidentification in any 2 consecutive
check samples.

(F) Not more than 2 residue
misidentifications in any 8 consecutive
check samples.

(xiv) Pay the accreditation fee when
it is due.

(d) Refusal of accreditation. Upon a de-
termination by the Administrator, a
laboratory shall be refused accredita-
tion for the following reasons:

(1) A laboratory shall be refused ac-
creditation for moisture, protein, fat,
and salt analysis for failure to meet
the requirements of paragraph (b)(1) or
(b)(2) of this section.

(2) A laboratory shall be refused ac-
creditation for chemical residue anal-
ysis for failure to meet the require-
ments of paragraph (c)(1) or (c)(2) of
this section.

(3) A laboratory shall be refused sub-
sequent accreditation for failure to re-
turn to an FSIS laboratory, by cer-
tified mail or private carrier, all offi-
cial samples which have not been ana-
lyzed as of the notification of a loss of
accreditation.

(4) A laboratory shall be refused ac-
creditation if the applicant or any indi-
vidual or entity responsibly connected
with the applicant has been convicted
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of or is under indictment or if charges
on an information have been brought
against the applicant or responsibly
connected individual or entity in any
Federal or State court concerning the
following violations of law:

(i) Any felony.

(ii) 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.

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

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

(e) Probation of accreditation. Upon a
determination by the Administrator, a
laboratory shall be placed on probation
for the following reasons:

(1) If the laboratory fails to complete
more than one interlaboratory accredi-
tation maintenance check sample anal-
ysis within 12 consecutive months as
required by paragraphs (b)(3)(v) and
(¢)(3)(v) of this section.

(2) If the laboratory fails to meet any
of the criteria set forth in paragraphs
0)B)(v) and ((b)(3)(ix) and (c)(3)(v) and
(¢)(3)(ix) of this section.

(f) Suspension of accreditation. The ac-
creditation of a laboratory shall be sus-
pended if the laboratory or any indi-
vidual or entity responsibly connected
with the laboratory is indicted or if
charges on an information have been
brought against the laboratory or re-
sponsibly connected individual or enti-
ty in any Federal or State court con-
cerning any of the following violations
of law:

(1) Any felony.

(2) Any misdemeanor based upon ac-
quiring, handling or distributing of un-
wholesome, misbranded, or deceptively
packaged food or upon fraud in connec-
tion with transactions in food.

(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.

(g) Revocation of accreditation. The ac-
creditation of a laboratory shall be re-
voked for the following reasons:
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(1) An accredited laboratory which is
accredited to perform analysis under
paragraph (b) of this section shall have
its accreditation revoked for failure to
meet any of the requirements of para-
graph (b)(3) of this section except for
the following circumstances. If the ac-
credited laboratory fails to meet the
criteria for reporting the analytical re-
sults on interlaboratory accreditation
maintenance check samples as set
forth in paragraph (b)(3)(v) of this sec-
tion or if, at any time, the CUSUM re-
sults from the analysis of such inter-
laboratory accreditation maintenance
check samples and/or split samples
have not satisfied the criteria specified
in paragraph (b)(3)(ix) of this section
and there have been, during the pre-
vious 12 months, no other occasions on
which such CUSUM results have not
satisfied such criteria, the laboratory
shall be placed on probation; but if
there have been such other occasions
during those 12 months, the labora-
tory’s accreditation will be revoked.

(2) An accredited laboratory which is
accredited to perform analysis for a
class of chemical residues under para-
graph (c¢) of this section shall have the
accreditation to perform this analysis
revoked if it fails to meet any of the
requirements in paragraph (c)(3) of this
section except for the following cir-
cumstances. If the accredited labora-
tory fails to meet any of the criteria
set forth in paragraphs (c)(3)(v),
(¢)(3)(ix), and (c)(3)(xiii) of this section
and it has not so failed during the 12
months preceding its failure to meet
the criteria, it shall be placed on pro-
bation, but if it has so failed at any
time during those 12 months, its ac-
creditation will be revoked.

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

(i) Altered any official sample or ana-
lytical finding, or,

(ii) Substituted any analytical result
from any other laboratory for its own.

(4) An accredited laboratory shall
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
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court of any of the following violations
of law:

(i) Any felony.

(ii) 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.

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

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

(h) Notification and hearings. Accredi-
tation of any laboratory shall be re-
fused, suspended, or revoked under the
conditions previously described herein.
The owner or operator of the labora-
tory shall be sent written notice of the
refusal, suspension, or revocation of ac-
creditation by the Administrator. In
such cases, the laboratory owner or op-
erator will be provided an opportunity
to present, within 30 days of the date of
the notification, a statement chal-
lenging the merits or validity of such
action and to request an oral hearing
with respect to the denial, suspension,
or revocation decision. An oral hearing
shall be granted if there is any dispute
of material fact joined in such respon-
sive statement. The proceeding shall
thereafter be conducted in accordance
with the applicable rules of practice
which shall be adopted for the pro-
ceeding. Any such refusal, suspension,
or revocation shall be effective upon
the receipt by the laboratory of the no-
tification and shall continue in effect
until final determination of the matter
by the Administrator.

(Reporting and recordkeeping requirements
approved by the Office of Management and
Budget under control number 0583-0015)

[62 FR 2185, Jan. 20, 1987, as amended at 58
FR 65260, 65262-65264, Dec. 13, 1993; 59 FR
33642, June 30, 1994; 59 FR 66448, Dec. 27, 1994;
60 FR 10305, Feb. 24, 1995]

§318.22 Determination of added water
in cooked sausages.

(a) For purposes of this section, the
following definitions apply.

(1) Cooked sausage. Cooked sausage is
any product described in §319.140 and
§§319.180-319.182 of this chapter.

(2) Group 1 Protein-Contributing Ingre-
dients. Ingredients of livestock or poul-
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try origin from muscle tissue which is
skeletal or which is found in the edible
organs, with or without the accom-
panying and overlying fat, and the por-
tions of bone, skin, sinew, nerve, and
blood vessels which normally accom-
pany the muscle tissue and which are
not separated from it in the process of
dressing; meat byproducts; mechani-
cally separated (species); and poultry
products; except those ingredients
processed by hydrolysis, extraction,
concentrating or drying.

(3) Group 2 Protein-Contributing Ingre-
dients. Ingredients from Gorup 1 pro-
tein-contributing ingredients processed
by hydrolysis, extraction, concen-
trating, or drying, or any other ingre-
dient which contributes protein.

(b) The amount of added water in
cooked sausage is calculated by:

(1) Determining by laboratory anal-
ysis the total percentage of water con-
tained in the cooked sausage; and

(2) Determining by laboratory anal-
ysis the total percentage of protein
contained in the cooked sausage; and

(3) Calculating the percentage of pro-
tein in the cooked sausage contributed
by the Group 2 protein-contributing in-
gredients; and

(4) Subtracting one pecent from the
total percentage of protein calculated
in (b)(3)); and

(5) Subtracting the remaining per-
centage of protein calculated in (b)(3)
from the total protein content deter-
mined in (b)(2); and

(6) Calculating the percentage of in-
digenous water in the cooked sausage
by multiplying the percentage of pro-
tein determined in (b)(6) by 4, (This
amount is the percentage of water at-
tributable to Group 1 protein-contrib-
uting ingredients and one percent of
Group 2 protein-contributing ingredi-
ents in a cooked sausage.); and

(7) Subtracting the percentage of
water calculated in (b)(6) from the
total percentage of water determined
in (b)(1). (This amount is the percent-
age of added water in a cooked sau-
sage.)l

[65 FR 7299, Mar. 1, 1990]

1The equation for the narrative description

of the calculation for added water is as fol-
lows: AW=TW-(TP-(P-1.0))4, Where
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