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(2) Abnormal containers. When abnor-
mal containers are detected by any 
means other than incubation, the es-
tablishment must inform the inspector, 
and the affected code lot(s) must not be 
shipped until the Program has deter-
mined that the product is safe and sta-
ble. Such a determination will take 
into account the cause and level of 
abnormals in the affected lot(s) as well 
as any product disposition actions ei-
ther taken or proposed by the estab-
lishment. 

§ 431.11 Personnel and training. 
All operators of thermal processing 

systems specified in § 431.6 and con-
tainer closure technicians must be 
under the direct supervision of a person 
who has successfully completed a 
school of instruction that is generally 
recognized as adequate for properly 
training supervisors of canning oper-
ations. 

§ 431.12 Recall procedure. 
Establishments must prepare and 

maintain a current procedure for the 
recall of all canned product covered by 
this subpart. Upon request, the recall 
procedure must be made available to 
Program employees for review. 

PART 439—ACCREDITATION OF 
NON-FEDERAL LABORATORIES 
FOR ANALYTICAL TESTING OF 
MEAT, POULTRY, AND EGG 
PRODUCTS 

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. 
439.53 Revocation of accreditation. 
439.60 Notifications and hearings. 

AUTHORITY: 7 U.S.C. 138f, 450, 1901–1906, 
1622(o); 21 U.S.C. 451–470, 601–695; 7 CFR 2.18, 
2.53. 

SOURCE: 87 FR 51864, Aug. 24, 2022, unless 
otherwise noted. 

§ 439.1 Definitions. 
(a) Accredited Laboratory Program 

(ALP). The voluntary Food Safety and 

Inspection Service (FSIS) program in 
which non-Federal laboratories are ac-
credited as capable of performing anal-
yses with the level of quality that is 
necessary to maintain accreditation in 
the program, on samples of raw or 
processed meat, poultry, and egg prod-
ucts, and through which a proficiency 
testing sample program for quality as-
surance is conducted. 

(b) Food chemistry. Analysis of raw or 
processed meat or poultry products for 
the components moisture, protein, fat, 
and salt. 

(c) Initial accreditation proficiency test-
ing sample. A sample provided by the 
FSIS ALP to a non-Federal laboratory 
to determine whether the laboratory’s 
analytical capability meets the stand-
ards for acceptance into the program. 
The concentration or presence of the 
targeted analyte(s) and the composi-
tion of the components in the sample is 
unknown to the laboratory. 

(d) Inter-laboratory accreditation main-
tenance proficiency testing sample. A 
sample provided by the FSIS ALP to 
an accredited laboratory to assist in 
determining whether the laboratory is 
maintaining acceptable analytical per-
formance for a given analyte or compo-
nent. The concentration or presence of 
the targeted analyte(s) and the com-
position of the components in the sam-
ple is unknown to the laboratory. 

(e) International Organization for 
Standardization (ISO) 13528. ISO 
13528:2015(E) Corrected version 2016, 
‘‘Statistical methods for use in pro-
ficiency testing by interlaboratory 
comparison,’’ October 15, 2016, or up-
dated versions. 

(f) Probation. The period commencing 
with official notification to an accred-
ited laboratory that it no longer satis-
fies the ALP performance requirements 
specified in this part and ending with 
official notification that accreditation 
is fully restored, is suspended, or is re-
voked. 

(g) Refusal of accreditation. An action 
taken by FSIS when a laboratory that 
is applying for accreditation is denied 
the accreditation. 

(h) 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 
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the applicant or recipient of accredita-
tion or an employee in a managerial or 
executive capacity or any employee 
who conducts or supervises the anal-
ysis of FSIS samples. 

(i) Revocation of accreditation. An ac-
tion taken by FSIS against a labora-
tory thereby removing the laboratory’s 
certification of accreditation and par-
ticipation in inter-laboratory accredi-
tation maintenance proficiency testing 
sample events. 

(j) Suspension of accreditation. An ac-
tion taken by FSIS against a labora-
tory thereby temporarily removing the 
laboratory’s certification of accredita-
tion and participation in the inter-lab-
oratory accreditation maintenance 
proficiency testing sample events. Sus-
pension of accreditation ends when ac-
creditation either is fully restored or is 
revoked. 

(k) z score. A statistically derived 
number representing a laboratory’s 
performance for analyzing quantitative 
proficiency testing samples. The ALP 
calculates and interprets z scores con-
sistent with the ISO 13528 standard. 

§ 439.5 Applications for accreditation. 
(a) Participation in the ALP is vol-

untary. Application for accreditation 
must 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. Application forms may be 
obtained by contacting the ALP at 
ALP@usda.gov. The forms must be sent 
to the ALP or may be submitted elec-
tronically. The application must speci-
fy the kinds of accreditation sought by 
the owner or manager of the labora-
tory. A laboratory whose accreditation 
has been refused or revoked for per-
formance reasons may reapply for ac-
creditation after 60 days from the ef-
fective date of that action and must 
provide written documentation speci-
fying what corrections were made and 
illustrate to FSIS that the corrections 
are effective or would reasonably be ex-
pected to be effective. 

(b) At the time that an application 
for accreditation is filed with the ALP, 
the laboratory must submit fees pay-
able to the U.S. Department of Agri-
culture by check, bank draft, money 
order, or other form of payment ac-

cepted by the U.S. Department of Agri-
culture, in the amount specified by 
FSIS as directed in 9 CFR 391.5, along 
with the completed application for the 
accreditation(s). 

(c) An application for accreditation 
will not be processed or allowed to ad-
vance, without further procedure, if 
the accreditation fee(s) is delinquent. 

(d) FSIS will issue a bill annually in 
the amount specified by FSIS in 9 CFR 
391.5 for each accreditation held and 
are due by the date required. Bills are 
payable to the U.S. Department of Ag-
riculture by check, bank draft, money 
order, or other form of payment ac-
cepted by the U.S. Department of Agri-
culture. 

§ 439.10 Criteria for obtaining accredi-
tation. 

(a) Analytical laboratories may be 
accredited for the analyses of 
foodborne indicator and pathogen 
analytes, or a specified chemical res-
idue or a class of chemical residues, in 
raw or processed meat, poultry, and 
egg products. Analytical laboratories 
also may be accredited for the analyses 
of food chemistry components in raw 
or processed meat and poultry prod-
ucts. 

(b) Accreditation will be granted only 
if the applying laboratory successfully 
satisfies FSIS requirements that are 
stated in this part. 

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

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

(i) For food chemistry accreditation, 
the supervisor must also have one year 
of experience in food chemistry anal-
ysis, or equivalent qualifications. 

(ii) For chemical residue accredita-
tion, either the supervisor or the ana-
lyst assigned to analyze the sample 
must also have three years of experi-
ence determining analytes at or below 
part per million levels, or equivalent 
qualifications. 

(iii) For indicator organisms or 
pathogen accreditation, either the su-
pervisor or the analyst assigned to ana-
lyze the sample must also have three 
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years of experience in foodborne patho-
gen analyses or equivalent qualifica-
tions. 

(2) Demonstrate the capability to 
achieve quality assurance levels that 
are within acceptable limits as deter-
mined by evaluation that is consistent 
with ISO 13528 for the analysis of ini-
tial accreditation proficiency testing 
samples, in the analyte category for 
which accreditation is sought. FSIS 
and some Association of Official Ana-
lytical Collaboration (AOAC) Inter-
national analytical test procedures are 
acceptable for use in this program. 
FSIS procedures may be found on the 
U.S. Department of Agriculture 
(USDA) FSIS website at 
www.fsis.usda.gov. AOAC procedures 
may be found on the AOAC website at 
www.aoac.org. 

(3) Complete a second set of pro-
ficiency testing samples if the results 
of the first set of proficiency testing 
samples are unsuccessful. 

(i) The second set of proficiency test-
ing samples will be provided within 30 
days following the date of receipt by 
FSIS of a request from the applying 
laboratory. The second set of pro-
ficiency testing samples will be ana-
lyzed only for the analyte(s) or analyte 
classes for which unacceptable initial 
results had been obtained by the lab-
oratory. 

(ii) If the results of the second set of 
proficiency testing samples are unsuc-
cessful, the laboratory may request a 
third set of proficiency testing samples 
after a 60-day waiting period, com-
mencing from the date of notification 
by FSIS of unsuccessful results. The 
third set of proficiency testing samples 
will be analyzed only for the analyte(s) 
or analyte classes for which unaccept-
able initial results had been obtained 
by the laboratory. 

(iii) If the laboratory is unsuccessful 
for the third set and still wishes to pur-
sue accreditation, the ALP will require 
a new application and an application 
fee if the initial accreditation process 
is not completed within eleven months. 
Documentation of corrective action(s) 
related to the previous unsuccessful ac-
creditation attempt must be submitted 
to and accepted by the ALP. 

(4) Allow inspection of the laboratory 
facility and pertinent documents by 

FSIS officials prior to the determina-
tion of granting accredited status. 

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

§ 439.20 Criteria for maintaining ac-
creditation. 

(a) Criteria. To maintain accredita-
tion, an analytical laboratory must 
fulfill the requirements of this section. 

(b) Records. To demonstrate traceable 
and appropriate application of equip-
ment, standards, procedures, analysts, 
and approvals related to accreditation, 
an accredited laboratory must: 

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

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

(3) Maintain in a secure electronic 
format or in a standards book, all 
records, readings, and calculations for 
prepared standards. Entries are to be 
dated and the analyst identified at the 
time of the entry, and manual calcula-
tions verified and documented by the 
supervisor, or by the supervisor’s des-
ignee, before use of the standard. The 
standards records are to be retained for 
three years after the last recorded 
entry. The certificates of analysis are 
to be kept on file for purchased stand-
ards for at least the period of time that 
the materials are in use. 

(4) Maintain records of instrument 
maintenance and calibration. The 
records are to be retained for three 
years after the last recorded entry. 

(5) As provided in paragraph (e) of 
this section, records are to be made 
available for review by any duly au-
thorized representative of the Sec-
retary of Agriculture, including ALP 
personnel or their designees. 

(c) Inter-laboratory accreditation main-
tenance proficiency testing sample. (1) An 
accredited laboratory must analyze 
inter-laboratory accreditation mainte-
nance proficiency testing samples and 
return the results to the ALP by the 
due date, which is usually within ap-
proximately three weeks of sample re-
ceipt. This must be done whenever re-
quested by FSIS and at no cost to 
FSIS. 

VerDate Sep<11>2014 15:24 Feb 28, 2023 Jkt 259029 PO 00000 Frm 00620 Fmt 8010 Sfmt 8010 Q:\09\9V2.TXT PC31sf
ra

tti
ni

 o
n 

LA
P

JZ
K

W
1R

2 
w

ith
 $

$_
JO

B



611 

Food Safety and Inspection Service, USDA § 439.50 

(2) Results must be those of the ac-
credited laboratory. Analyses of pro-
ficiency testing samples must not be 
contracted out by the accredited lab-
oratory. 

(d) 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. 

(e) 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. 

(f) Analytical test procedures. An ac-
credited laboratory must use analyt-
ical test procedures designated by the 
FSIS ALP as being acceptable. FSIS 
and some AOAC analytical test proce-
dures are acceptable. 

(g) Quality assurance levels. An ac-
credited laboratory must demonstrate 
the capability to maintain quality as-
surance levels that are within accept-
able limits as evaluated by the ALP in 
the analysis of inter-laboratory accred-
itation maintenance proficiency test-
ing samples for the analyte category 
for which accreditation was granted. 
An accredited laboratory will success-
fully demonstrate the maintenance of 
these capabilities if its results from 
inter-laboratory accreditation mainte-
nance proficiency testing samples sat-
isfy ALP evaluation criteria based on 
the ISO 13528 standard, to include per-
formance evaluation by z score statis-
tics. 

(h) Fees. An accredited laboratory 
must pay the annual required accredi-
tation fee when it is due. 

(i) Probation. If placed on probation, 
an accredited laboratory must meet 
the ALP requirements as prescribed in 
this section in order to remove the pro-
bation status. 

(1) The laboratory must successfully 
analyze a set of initial accreditation 
proficiency testing samples for the 
analyte(s) that triggered the probation 
and submit the analytical results to 
FSIS by the due date, which is typi-

cally within approximately three 
weeks of receipt of the samples. 

(2) Similarly satisfy criteria for ac-
creditation maintenance proficiency 
testing samples specified by the ALP in 
this part. 

(3) Provide written corrective action 
documentation, related to the issue 
that triggered the probation, to the 
ALP by the date required. 

(j) Suspension. If placed on suspen-
sion, an accredited laboratory must 
meet the ALP requirements as pre-
scribed in this section in order to re-
move the suspension status. If the lab-
oratory is unsuccessful in meeting the 
requirements to remove the suspension 
status, accreditation will be revoked. 

(1) Laboratories that are suspended 
due to performance or response issues 
enter a waiting period of 60 days from 
the effective date of that action. After 
the 60-day period has passed, if the lab-
oratory wishes to pursue reinstatement 
to the ALP, the laboratory must sub-
mit a written corrective action plan 
specifying what corrections were made 
and illustrate to FSIS that the correc-
tions are effective or would reasonably 
be expected to be effective. 

(i) After the corrective action plan 
has been accepted by the ALP, the lab-
oratory must successfully analyze a set 
of initial accreditation proficiency 
testing samples for the analyte(s) that 
triggered the suspension and meet all 
other program requirements including 
payment of any annual fees that are 
due. The ALP may perform an on-site 
inspection at the laboratory’s facility 
and/or require the laboratory to pro-
vide documentation to confirm that it 
meets the requirements of the pro-
gram. 

(ii) The suspended laboratory is al-
lowed two attempts to successfully 
analyze the initial accreditation pro-
ficiency testing set(s) of samples. 

(2) Laboratories that are suspended 
due to indictment or charges as de-
scribed in § 439.52 may not seek removal 
of suspension status until being cleared 
of said indictment or charges. 

§ 439.50 Refusal of accreditation. 
Upon a determination by the FSIS 

Administrator (Administrator), a lab-
oratory will be refused accreditation 
for the following reasons: 
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(a) A laboratory will be refused ac-
creditation for failure to meet the re-
quirements of the ALP as stated in this 
part. 

(b) 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 any 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. 

(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. 

(5) Altering any official sample or an-
alytical finding; or substituting any 
analytical result from any other lab-
oratory and representing the result as 
its own. 

§ 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 inter-laboratory accred-
itation maintenance proficiency test-
ing sample analysis within 12 consecu-
tive months, unless written permission 
is granted by the Administrator. 

(b) If the laboratory does not respond 
to ALP inquiries related to its partici-
pation in the program or fails to meet 
any of the requirements or criteria set 
in this part. 

(c) If the laboratory does not success-
fully demonstrate the maintenance of 
quality assurance capabilities includ-
ing its results from inter-laboratory 
accreditation maintenance proficiency 
testing samples. ALP evaluation cri-
teria are based on the ISO 13528 stand-
ard, to include performance evaluation 
by z score statistics. 

§ 439.52 Suspension of accreditation. 
A laboratory will be suspended from 

the program if probation status is not 

rectified according to program require-
ments stated in this part. The accredi-
tation of a laboratory will be imme-
diately 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 laboratory must 
notify the ALP within 30 calendar days 
if any of these situations occur. 

(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. 

(e) Altering any official sample or 
analytical finding; or substituting any 
analytical result from any other lab-
oratory and representing the result as 
its own. 

§ 439.53 Revocation of accreditation. 
A laboratory will have its accredita-

tion revoked from the program if sus-
pension status is not rectified. The ac-
creditation of a laboratory will also be 
revoked for the following reasons: 

(a) 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. 

(b) 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 laboratory must notify the 
ALP within 30 calendar days if any of 
these situations occur. 

(1) Any felony. 
(2) Any misdemeanor based upon ac-

quiring, handling, or distributing of 
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unwholesome, misbranded, or decep-
tively packaged food or upon fraud in 
connection 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. 

§ 439.60 Notifications and hearings. 
Accreditation of any laboratory will 

be refused, suspended, or revoked under 
the conditions previously described in 
this part. The owner or operator of the 
laboratory will be sent written notice 
of the refusal, suspension, or revoca-
tion of accreditation by the Adminis-
trator. 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-
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, poultry, and fish 

carcasses and parts will not be per-
mitted to retain water resulting from 
post-evisceration processing unless the 
establishment preparing those car-
casses 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, poultry, and fish 
carcasses and parts that retain water 
from post-evisceration processing and 
that are sold, transported, offered for 
sale or transportation, or received for 
transportation, in commerce, must 
bear a statement on the label in promi-
nent letters and contiguous to the 
product name or elsewhere on the prin-
cipal display panel of the label stating 
the maximum percentage of water that 
may be retained (e.g., ‘‘up to X% re-
tained water,’’ ‘‘less than X% retained 
water,’’ ‘‘up to X% water added from 
processing’’). The percent water state-
ment need not accompany the product 
name on other parts of the label. Raw 
livestock and poultry carcasses and 
parts that retain no water may bear a 
statement 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 
the process used to meet specified food 
safety requirements. 

(2) The establishment must notify 
FSIS as soon as it has a new or revised 
protocol available for review by the 
Agency. Within 30 days after receipt of 
this notification, FSIS may object to 
or require the establishment to make 
changes in the protocol. 

(d) Expected elements of a protocol 
for gathering water retention data: 

(1) Purpose statement. The primary 
purpose of the protocol should be to de-
termine the amount or percentage of 
water absorption and retention that is 
unavoidable using a particular chilling 
system while achieving the regulatory 
pathogen reduction performance stand-
ard for Salmonella as set forth in the 
PR/HACCP regulations (9 CFR 310.25(b), 
381.94(b)) and the time/temperature re-
quirements set forth in 9 CFR 381.66. 
Additional purposes that could be in-
cluded are determining chilling system 
efficiency and evaluating product qual-
ity. 
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