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rooms and at such other places in the 
establishment as necessary to ensure 
cleanliness of all persons handling any 
product. 

(3) Refuse receptacles must be con-
structed and maintained in a manner 
that protects against the creation of 
insanitary conditions and the adultera-
tion of product. 

[64 FR 56417, Oct. 20, 1999] 

§ 416.3 Equipment and utensils. 

(a) Equipment and utensils used for 
processing or otherwise handling edible 
product or ingredients must be of such 
material and construction to facilitate 
thorough cleaning and to ensure that 
their use will not cause the adultera-
tion of product during processing, han-
dling, or storage. Equipment and uten-
sils must be maintained in sanitary 
condition so as not to adulterate prod-
uct. 

(b) Equipment and utensils must not 
be constructed, located, or operated in 
a manner that prevents FSIS inspec-
tion program employees from inspect-
ing the equipment or utensils to deter-
mine whether they are in sanitary con-
dition. 

(c) Receptacles used for storing ined-
ible material must be of such material 
and construction that their use will 
not result in the adulteration of any 
edible product or in the creation of in-
sanitary conditions. Such receptacles 
must not be used for storing any edible 
product and must bear conspicuous and 
distinctive marking to identify per-
mitted uses. 

[64 FR 56417, Oct. 20, 1999] 

§ 416.4 Sanitary operations. 

(a) All food-contact surfaces, includ-
ing food-contact surfaces of utensils 
and equipment, must be cleaned and 
sanitized as frequently as necessary to 
prevent the creation of insanitary con-
ditions and the adulteration of prod-
uct. 

(b) Non-food-contact surfaces of fa-
cilities, equipment, and utensils used 
in the operation of the establishment 
must be cleaned and sanitized as fre-
quently as necessary to prevent the 
creation of insanitary conditions and 
the adulteration of product. 

(c) Cleaning compounds, sanitizing 
agents, processing aids, and other 
chemicals used by an establishment 
must be safe and effective under the 
conditions of use. Such chemicals must 
be used, handled, and stored in a man-
ner that will not adulterate product or 
create insanitary conditions. Docu-
mentation substantiating the safety of 
a chemical’s use in a food processing 
environment must be available to FSIS 
inspection program employees for re-
view. 

(d) Product must be protected from 
adulteration during processing, han-
dling, storage, loading, and unloading 
at and during transportation from offi-
cial establishments. 

[64 FR 56417, Oct. 20, 1999] 

§ 416.5 Employee hygiene. 
(a) Cleanliness. All persons working in 

contact with product, food-contact sur-
faces, and product-packaging materials 
must adhere to hygienic practices 
while on duty to prevent adulteration 
of product and the creation of insani-
tary conditions. 

(b) Clothing. Aprons, frocks, and 
other outer clothing worn by persons 
who handle product must be of mate-
rial that is disposable or readily 
cleaned. Clean garments must be worn 
at the start of each working day and 
garments must be changed during the 
day as often as necessary to prevent 
adulteration of product and the cre-
ation of insanitary conditions. 

(c) Disease control. Any person who 
has or appears to have an infectious 
disease, open lesion, including boils, 
sores, or infected wounds, or any other 
abnormal source of microbial contami-
nation, must be excluded from any op-
erations which could result in product 
adulteration and the creation of insani-
tary conditions until the condition is 
corrected. 

[64 FR 56417, Oct. 20, 1999] 

§ 416.6 Tagging insanitary equipment, 
utensils, rooms or compartments. 

When an FSIS program employee 
finds that any equipment, utensil, 
room, or compartment at an official es-
tablishment is insanitary or that its 
use could cause the adulteration of 
product, he will attach to it a ‘‘U.S. 
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Rejected’’ tag. Equipment, utensils, 
rooms, or compartments so tagged can-
not be used until made acceptable. 
Only an FSIS program employee may 
remove a ‘‘U.S. Rejected’’ tag. 

[64 FR 56417, Oct. 20, 1999] 

§ 416.11 General rules. 
Each official establishment shall de-

velop, implement, and maintain writ-
ten standard operating procedures for 
sanitation (Sanitation SOP’s) in ac-
cordance with the requirements of this 
part. 

§ 416.12 Development of Sanitation 
SOP’s. 

(a) The Sanitation SOP’s shall de-
scribe all procedures an official estab-
lishment will conduct daily, before and 
during operations, sufficient to prevent 
direct contamination or adulteration 
of product(s). 

(b) The Sanitation SOP’s shall be 
signed and dated by the individual with 
overall authority on-site or a higher 
level official of the establishment. This 
signature shall signify that the estab-
lishment will implement the Sanita-
tion SOP’s as specified and will main-
tain the Sanitation SOP’s in accord-
ance with the requirements of this 
part. The Sanitation SOP’s shall be 
signed and dated upon initially imple-
menting the Sanitation SOP’s and 
upon any modification to the Sanita-
tion SOP’s. 

(c) Procedures in the Sanitation 
SOP’s that are to be conducted prior to 
operations shall be identified as such, 
and shall address, at a minimum, the 
cleaning of food contact surfaces of fa-
cilities, equipment, and utensils. 

(d) The Sanitation SOP’s shall speci-
fy the frequency with which each pro-
cedure in the Sanitation SOP’s is to be 
conducted and identify the establish-
ment employee(s) responsible for the 
implementation and maintenance of 
such procedure(s). 

§ 416.13 Implementation of SOP’s. 
(a) Each official establishment shall 

conduct the pre-operational procedures 
in the Sanitation SOP’s before the 
start of operations. 

(b) Each official establishment shall 
conduct all other procedures in the 

Sanitation SOP’s at the frequencies 
specified. 

(c) Each official establishment shall 
monitor daily the implementation of 
the procedures in the Sanitation 
SOP’s. 

§ 416.14 Maintenance of Sanitation 
SOP’s. 

Each official establishment shall rou-
tinely evaluate the effectiveness of the 
Sanitation SOP’s and the procedures 
therein in preventing direct contami-
nation or adulteration of product(s) 
and shall revise both as necessary to 
keep them effective and current with 
respect to changes in facilities, equip-
ment, utensils, operations, or per-
sonnel. 

§ 416.15 Corrective Actions. 

(a) Each official establishment shall 
take appropriate corrective action(s) 
when either the establishment or FSIS 
determines that the establishment’s 
Sanitation SOP’s or the procedures 
specified therein, or the implementa-
tion or maintenance of the Sanitation 
SOP’s, may have failed to prevent di-
rect contamination or adulteration of 
product(s). 

(b) Corrective actions include proce-
dures to ensure appropriate disposition 
of product(s) that may be contami-
nated, restore sanitary conditions, and 
prevent the recurrence of direct con-
tamination or adulteration of prod-
uct(s), including appropriate reevalua-
tion and modification of the Sanitation 
SOP’s and the procedures specified 
therein or appropriate improvements 
in the execution of the Sanitation 
SOP’s or the procedures specified 
therein. 

[61 FR 38868, July 25, 1996, as amended at 62 
FR 26219, May 13, 1997] 

§ 416.16 Recordkeeping requirements. 

(a) Each official establishment shall 
maintain daily records sufficient to 
document the implementation and 
monitoring of the Sanitation SOP’s 
and any corrective actions taken. The 
establishment employee(s) specified in 
the Sanitation SOP’s as being respon-
sible for the implementation and moni-
toring of the procedure(s) specified in 
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