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should receive appropriate training in 
proper food handling techniques and 
food-protection principles and should 
be informed of the danger of poor per-
sonal hygiene and insanitary practices. 

(d) Supervision. Responsibility for as-
suring compliance by all personnel 
with all requirements of this part shall 
be clearly assigned to competent super-
visory personnel. 

[51 FR 22475, June 19, 1986, as amended at 54 
FR 24892, June 12, 1989] 

§ 110.19 Exclusions. 

(a) The following operations are not 
subject to this part: Establishments 
engaged solely in the harvesting, stor-
age, or distribution of one or more 
‘‘raw agricultural commodities,’’ as de-
fined in section 201(r) of the act, which 
are ordinarily cleaned, prepared, treat-
ed, or otherwise processed before being 
marketed to the consuming public. 

(b) FDA, however, will issue special 
regulations if it is necessary to cover 
these excluded operations. 

Subpart B—Buildings and Facilities 

§ 110.20 Plant and grounds. 

(a) Grounds. The grounds about a food 
plant under the control of the operator 
shall be kept in a condition that will 
protect against the contamination of 
food. The methods for adequate main-
tenance of grounds include, but are not 
limited to: 

(1) Properly storing equipment, re-
moving litter and waste, and cutting 
weeds or grass within the immediate 
vicinity of the plant buildings or struc-
tures that may constitute an attract-
ant, breeding place, or harborage for 
pests. 

(2) Maintaining roads, yards, and 
parking lots so that they do not con-
stitute a source of contamination in 
areas where food is exposed. 

(3) Adequately draining areas that 
may contribute contamination to food 
by seepage, foot-borne filth, or pro-
viding a breeding place for pests. 

(4) Operating systems for waste 
treatment and disposal in an adequate 
manner so that they do not constitute 
a source of contamination in areas 
where food is exposed. 

If the plant grounds are bordered by 
grounds not under the operator’s con-
trol and not maintained in the manner 
described in paragraph (a) (1) through 
(3) of this section, care shall be exer-
cised in the plant by inspection, exter-
mination, or other means to exclude 
pests, dirt, and filth that may be a 
source of food contamination. 

(b) Plant construction and design. 
Plant buildings and structures shall be 
suitable in size, construction, and de-
sign to facilitate maintenance and san-
itary operations for food-manufac-
turing purposes. The plant and facili-
ties shall: 

(1) Provide sufficient space for such 
placement of equipment and storage of 
materials as is necessary for the main-
tenance of sanitary operations and the 
production of safe food. 

(2) Permit the taking of proper pre-
cautions to reduce the potential for 
contamination of food, food-contact 
surfaces, or food-packaging materials 
with microorganisms, chemicals, filth, 
or other extraneous material. The po-
tential for contamination may be re-
duced by adequate food safety controls 
and operating practices or effective de-
sign, including the separation of oper-
ations in which contamination is likely 
to occur, by one or more of the fol-
lowing means: location, time, parti-
tion, air flow, enclosed systems, or 
other effective means. 

(3) Permit the taking of proper pre-
cautions to protect food in outdoor 
bulk fermentation vessels by any effec-
tive means, including: 

(i) Using protective coverings. 
(ii) Controlling areas over and around 

the vessels to eliminate harborages for 
pests. 

(iii) Checking on a regular basis for 
pests and pest infestation. 

(iv) Skimming the fermentation ves-
sels, as necessary. 

(4) Be constructed in such a manner 
that floors, walls, and ceilings may be 
adequately cleaned and kept clean and 
kept in good repair; that drip or con-
densate from fixtures, ducts and pipes 
does not contaminate food, food-con-
tact surfaces, or food-packaging mate-
rials; and that aisles or working spaces 
are provided between equipment and 
walls and are adequately unobstructed 

VerDate Mar<15>2010 16:52 May 15, 2014 Jkt 232071 PO 00000 Frm 00256 Fmt 8010 Sfmt 8010 Q:\21\21V2.TXT ofr150 PsN: PC150



247 

Food and Drug Administration, HHS § 110.35 

and of adequate width to permit em-
ployees to perform their duties and to 
protect against contaminating food or 
food-contact surfaces with clothing or 
personal contact. 

(5) Provide adequate lighting in 
hand-washing areas, dressing and lock-
er rooms, and toilet rooms and in all 
areas where food is examined, proc-
essed, or stored and where equipment 
or utensils are cleaned; and provide 
safety-type light bulbs, fixtures, sky-
lights, or other glass suspended over 
exposed food in any step of preparation 
or otherwise protect against food con-
tamination in case of glass breakage. 

(6) Provide adequate ventilation or 
control equipment to minimize odors 
and vapors (including steam and nox-
ious fumes) in areas where they may 
contaminate food; and locate and oper-
ate fans and other air-blowing equip-
ment in a manner that minimizes the 
potential for contaminating food, food- 
packaging materials, and food-contact 
surfaces. 

(7) Provide, where necessary, ade-
quate screening or other protection 
against pests. 

§ 110.35 Sanitary operations. 
(a) General maintenance. Buildings, 

fixtures, and other physical facilities 
of the plant shall be maintained in a 
sanitary condition and shall be kept in 
repair sufficient to prevent food from 
becoming adulterated within the mean-
ing of the act. Cleaning and sanitizing 
of utensils and equipment shall be con-
ducted in a manner that protects 
against contamination of food, food- 
contact surfaces, or food-packaging 
materials. 

(b) Substances used in cleaning and 
sanitizing; storage of toxic materials. (1) 
Cleaning compounds and sanitizing 
agents used in cleaning and sanitizing 
procedures shall be free from undesir-
able microorganisms and shall be safe 
and adequate under the conditions of 
use. Compliance with this requirement 
may be verified by any effective means 
including purchase of these substances 
under a supplier’s guarantee or certifi-
cation, or examination of these sub-
stances for contamination. Only the 
following toxic materials may be used 
or stored in a plant where food is proc-
essed or exposed: 

(i) Those required to maintain clean 
and sanitary conditions; 

(ii) Those necessary for use in labora-
tory testing procedures; 

(iii) Those necessary for plant and 
equipment maintenance and operation; 
and 

(iv) Those necessary for use in the 
plant’s operations. 

(2) Toxic cleaning compounds, sani-
tizing agents, and pesticide chemicals 
shall be identified, held, and stored in a 
manner that protects against contami-
nation of food, food-contact surfaces, 
or food-packaging materials. All rel-
evant regulations promulgated by 
other Federal, State, and local govern-
ment agencies for the application, use, 
or holding of these products should be 
followed. 

(c) Pest control. No pests shall be al-
lowed in any area of a food plant. 
Guard or guide dogs may be allowed in 
some areas of a plant if the presence of 
the dogs is unlikely to result in con-
tamination of food, food-contact sur-
faces, or food-packaging materials. Ef-
fective measures shall be taken to ex-
clude pests from the processing areas 
and to protect against the contamina-
tion of food on the premises by pests. 
The use of insecticides or rodenticides 
is permitted only under precautions 
and restrictions that will protect 
against the contamination of food, 
food-contact surfaces, and food-pack-
aging materials. 

(d) Sanitation of food-contact surfaces. 
All food-contact surfaces, including 
utensils and food-contact surfaces of 
equipment, shall be cleaned as fre-
quently as necessary to protect against 
contamination of food. 

(1) Food-contact surfaces used for 
manufacturing or holding low-moisture 
food shall be in a dry, sanitary condi-
tion at the time of use. When the sur-
faces are wet-cleaned, they shall, when 
necessary, be sanitized and thoroughly 
dried before subsequent use. 

(2) In wet processing, when cleaning 
is necessary to protect against the in-
troduction of microorganisms into 
food, all food-contact surfaces shall be 
cleaned and sanitized before use and 
after any interruption during which 
the food-contact surfaces may have be-
come contaminated. Where equipment 
and utensils are used in a continuous 
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