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stored, prepared, packaged, marked, 
and labeled as required by the regula-
tions in this subchapter. 

[35 FR 15556, Oct. 3, 1970] 

PART 303—EXEMPTIONS 

Sec. 
303.1 Exemptions. 
303.2 Experimentation: Intensity of inspec-

tion coverage. 

AUTHORITY: 21 U.S.C. 601–695; 7 CFR 2.17, 
2.55. 

§ 303.1 Exemptions. 
(a) The requirements of the Act and 

the regulations in this subchapter for 
inspection of the preparation of prod-
ucts do not apply to: 

(1) The slaughtering by any indi-
vidual of livestock of his own raising, 
and the preparation by him and trans-
portation in commerce of the car-
casses, parts thereof, meat and meat 
food products of such livestock exclu-
sively for use by him and members of 
his household and his nonpaying guests 
and employees; 

(2) The custom slaughter by any per-
son of cattle, sheep, swine, or goats de-
livered by the owner thereof for such 
slaughter, and the preparation by such 
slaughterer and transportation in com-
merce of the carcasses, parts thereof, 
meat and meat food products of such 
livestock, exclusively for use, in the 
household of such owner, by him and 
members of his household and his non-
paying guests and employees; nor to 
the custom preparation by any person 
of carcasses, parts thereof, meat or 
meat food products derived from the 
slaughter by any individual of cattle, 
sheep, swine, or goats of his own rais-
ing or from game animals, delivered by 
the owner thereof for such custom 
preparation, and transportation in 
commerce of such custom prepared ar-
ticles, exclusively for use in the house-
hold of such owner, by him and mem-
bers of his household and his non-
paying guests and employees: Provided, 
That the following requirements are 
met by such custom operator; 

(i) Establishments that conduct cus-
tom operations must be maintained 
and operated in accordance with the 
provisions of §§ 416.1 through 416.6, ex-
cept for: § 416.2(g)(2) through (6) of this 

chapter, regarding water reuse and any 
provisions of part 416 of this chapter 
relating to inspection or supervision of 
specified activities or other action by a 
Program employee. If custom oper-
ations are conducted in an official es-
tablishment, however, all of the provi-
sions of Part 416 of this chapter of shall 
apply to those operations. 

(ii) If the custom operator prepares 
or handles any products for sale, they 
are kept separate and apart from the 
custom prepared products at all times 
while the latter are in his custody; 

(iii) The custom prepared products 
are plainly marked ‘‘Not for Sale’’ as 
provided in § 316.16 of this subchapter, 
immediately after being prepared and 
are kept so identified until delivered to 
the owner; and 

(iv) If exempted custom slaughtering 
or other preparation of products is con-
ducted in an official establishment, all 
facilities and equipment in the official 
establishment used for such custom op-
erations shall be thoroughly cleaned 
and sanitized before they are used for 
preparing any products for sale. 

(b)(1) The exempted custom prepared 
products shall be prepared and handled 
in accordance with the provisions of 
§§ 318.5, 318.6, 318.7, 318.10, and 318.300 
through 318.311 of this subchapter and 
shall not be adulterated as defined in 
paragraph 1(m) of the Act: Provided, 
That the provisions of §§ 318.5, 318.6, 
318.10, and 318.300 through 318.311 relat-
ing to inspection or supervision of 
specified activities or other action by a 
Program inspector, and the provisions 
of § 318.6(b)(9) and (10), shall not apply 
to the preparation and handling of such 
exempted products. 

(2) The exempted custom prepared 
products shall comply with the require-
ments of §§ 316.16 and 317.16 of this sub-
chapter. 

(3) The custom operators claiming 
exemption under paragraph (a)(2) of 
this section shall keep records, in addi-
tion to records otherwise required by 
part 320 of this subchapter, showing the 
numbers and kinds of livestock slaugh-
tered on a custom basis, the quantities 
and types of products prepared on a 
custom basis, and the names and ad-
dresses of the owners of the livestock 
and products. 
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1 The dollar limitation currently in effect 
may be obtained by contacting Director, 
Slaughter Inspection Standards and Proce-
dures Division, Technical Services, Food and 
Safety Inspection Service, U.S. Department 
of Agriculture, Washington, DC 20250 (202) 
447–3219. 

(4) Articles capable of use as human 
food, resulting from the exempted cus-
tom slaughter or other preparation of 
products shall be promptly denatured 
or otherwise identified in accordance 
with § 325.13 of this subchapter and not 
removed from the establishment where 
the custom operations are conducted 
until so identified, unless they are de-
livered to the owner of the articles for 
use in accordance with paragraph (a)(2) 
of this section. 

(c) It has been determined that it is 
impracticable to provide inspection of 
the preparation of products at estab-
lishments in any unorganized Territory 
at which livestock are slaughtered or 
their products are prepared for dis-
tribution solely within such jurisdic-
tion and that exempting such estab-
lishments from requirements of the 
Act for such inspections under the con-
ditions stated in this section will oth-
erwise facilitate enforcement of the 
Act. Therefore, such inspection re-
quirements of the Act and of the regu-
lations in this subchapter shall not 
apply at such establishments if they 
are operated in accordance with the 
regulations in part 416, §§ 416.1 through 
416.5 of this chapter. However, the Ad-
ministrator may refuse, withdraw, or 
modify any exemption under this para-
graph when he determines in any spe-
cific case in accordance with the appli-
cable rules of practice that such action 
is necessary to effectuate the purposes 
of this Act. 

(d)(1) The requirements of the Act 
and the regulations in this subchapter 
for inspection of the preparation of 
products do not apply to operations of 
types traditionally and usually con-
ducted at retail stores and restaurants, 
when conducted at any retail store or 
restaurant or similar retail-type estab-
lishment for sale in normal retail 
quantities or service of such articles to 
consumers at such establishments. 

(2) For purposes of paragraph (d)(1) of 
this section: 

(i) Operations of types traditionally 
and usually conducted at retail stores 
and restaurants are the following: 

(a) Cutting up, slicing, and trimming 
carcasses, halves, quarters, or whole-
sale cuts into retail cuts such as 
steaks, chops, and roasts, and freezing 
such cuts; 

(b) Grinding and freezing products 
made from meat; 

(c) Curing, cooking, smoking, ren-
dering or refining of livestock fat, or 
other preparation of products, except 
slaughtering or the retort processing of 
canned products; 

(d) Breaking bulk shipments of prod-
ucts; 

(e) Wrapping or rewrapping products. 
(ii) Any quantity or product pur-

chased by a consumer from a particular 
retail supplier shall be deemed to be a 
normal retail quantity if the quantity 
so purchased does not in the aggregate 
exceed one-half carcass. The following 
amounts of product will be accepted as 
representing one-half carcass of the 
species identified: 

One-half 
carcass 
pounds 

Cattle ................................................................... 300 
Calves .................................................................. 37.5 
Sheep .................................................................. 27.5 
Swine ................................................................... 100 
Goats ................................................................... 25 

(iii) A retail store is any place of 
business where: 

(a) The sales of product are made to 
consumers only; 

(b) At least 75 percent, in terms of 
dollar value, of total sales of product 
represents sales to household con-
sumers and the total dollar value of 
sales of product to consumers other 
than household consumers does not ex-
ceed the dollar limitation per calendar 
year set by the Administrator. This 
dollar limitation is a figure which will 
automatically be adjusted during the 
first quarter of each calendar year, up-
ward or downward, whenever the Con-
sumer Price Index, published by the 
Bureau of Labor Statistics, Depart-
ment of Labor, indicates a change in 
the price of this same volume of prod-
uct which exceeds $500. Notice of the 
adjusted dollar limitation will be pub-
lished in the FEDERAL REGISTER. 1 
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(c) Only federally or State inspected 
and passed product is handled or used 
in the preparation of any product, ex-
cept that product resulting from the 
custom slaughter or custom prepara-
tion of product may be handled or used 
in accordance with paragraph (a)(2) and 
(b) of this section but not for sale; 

(d) No sale of product is made in ex-
cess of a normal retail quantity as de-
fined in paragraph (d)(2)(ii) of this sec-
tion; 

(e) The preparation of products for 
sale to household consumers is limited 
to traditional and usual operations as 
defined in paragraph (d)(2)(i) of this 
section; and 

(f) The preparation of products for 
sale to other than household con-
sumers is limited to traditional and 
usual operations as defined in para-
graph (d)(2)(i) (a), (b), (d), and (e) of this 
section. (A retail store at which cus-
tom slaughtering or preparation of 
products is conducted is not thereby 
disqualified from exemption as a retail 
store under this paragraph (d).) 

(iv) Restaurants. (a) A restaurant is 
any establishment where: 

(1) Product is prepared only for sale 
or service in meals or as entrees di-
rectly to individual consumers at such 
establishments; 

(2) Only federally or State inspected 
and passed product or such product 
prepared at a retail store exempted 
under paragraph (d)(2)(iii) of this sec-
tion is handled or used in the prepara-
tion of any product; 

(3) No sale of product is made in ex-
cess of a normal retail quantity as de-
fined in paragraph (d)(2)(ii) of this sec-
tion; and 

(4) The preparation of product is lim-
ited to traditional and usual operations 
as defined in paragraph (d)(2)(i) of this 
section. 

(b) The definition of a restaurant in-
cludes a caterer which delivers or 
serves product in meals, or as entrees, 
only to individual consumers and oth-
erwise meets the requirements of this 
paragraph. 

(c) For purposes of this paragraph, 
operations conducted at a restaurant 
central kitchen facility shall be consid-
ered as being conducted at a restaurant 
if the restaurant central kitchen pre-
pares meat or meat food products that 

are ready to eat when they leave such 
facility (i.e., no further cooking or 
other preparation is needed, except 
that they may be reheated prior to 
serving if chilled during transpor-
tation), transported directly to a re-
ceiving restaurant by its own employ-
ees, without intervening transfer or 
storage, maintained in a safe, unadul-
terated condition during transpor-
tation, and served in meals or as 
entrees only to customers at res-
taurants, or through vending ma-
chines, owned or operated by the same 
person that owns or operates such fa-
cility, and which otherwise meets the 
requirements of this paragraph: Pro-
vided, That the requirements of §§ 320.1 
through 320.4 of this subchapter apply 
to such facility. Provided further, That 
the exempted facility may be subject 
to inspection requirements under the 
Act for as long as the Administrator 
deems necessary, if the Administrator 
determines that the sanitary condi-
tions or practices of the facility or the 
processing procedures or methods at 
the facility are such that any of its 
meat or meat food products are ren-
dered adulterated. When the Adminis-
trator has made such determination 
and subjected a restaurant central 
kitchen facility to such inspection re-
quirements, the operator of such facil-
ity shall be afforded an opportunity to 
dispute the Administrator’s determina-
tion in a hearing pursuant to rules of 
practice which will be adopted for this 
proceeding. 

(v) Similar retail-type establishment: 
Any establishment which is a combina-
tion retail store and restaurant; any 
delicatessen which meets the require-
ments for a retail store or restaurant 
as prescribed in paragraphs (d)(2) (iii) 
or (iv) of this section; or other estab-
lishment as determined by the Admin-
istrator in specific cases. 

(vi) Consumer: Any household con-
sumer, hotel, restaurant, or similar in-
stitution as determined by the Admin-
istrator in specific cases. 

(3) Whenever any complaint is re-
ceived by the Administrator from any 
person alleging that any retail store 
claiming exemption under this para-
graph (d), in any designated State or 
organized Territory that is identified 
under section 205 of the Act (as one 
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that does not have or is not exercising 
adequate authority with respect to rec-
ordkeeping requirements) has been op-
erated in violation of the conditions 
prescribed in this section for exemp-
tion, and the Administrator, upon in-
vestigation of the complaint, has rea-
son to believe that any such violation 
has occurred, he shall so notify the op-
erator of the retail store and afford 
him reasonable opportunity to present 
his views informally with respect to 
the matter. Thereafter, if the Adminis-
trator still has reason to believe that 
such a violation has occurred, and that 
a requirement that the operator keep 
records concerning the operations of 
the retail store would effectuate the 
purposes of the Act, the Administrator 
shall order the operator to maintain 
complete, accurate, and legible records 
of total monthly purchases and of total 
monthly sales of meat, meat byprod-
ucts, and meat food products, in terms 
of dollar values of the products in-
volved. Such records shall separately 
show total sales to household con-
sumers and total sales to other con-
sumers and shall be maintained for the 
period prescribed in § 320.3 of this sub-
chapter. If the operator maintains cop-
ies of bills of lading, receiving and 
shipping invoices, warehouse receipts, 
or similar documents which give the 
information required herein, additional 
records are not required by this sub-
paragraph. 

(e)(1) The requirements of the Act 
and the regulations in this subchapter 
for inspection of the preparation of 
products do not apply to meat pizzas 
containing meat food product ingredi-
ents which were prepared, inspected, 
and passed in a cured or cooked form as 
ready-to-eat (i.e., no further cooking or 
other preparation is needed) in compli-
ance with the requirements of the Act 
and these regulations; and the meat 
pizzas are to be served in public or pri-
vate nonprofit institutions, provided 
that the meat pizzas are ready-to-eat 
(i.e., no further cooking or other prepa-
ration is needed, except that they may 
be reheated prior to serving if chilled 
during transportation), transported di-
rectly to the receiving institution by 
employees of the preparing firm, re-
ceiving institution, or a food service 
management company contracted to 

conduct food service at the public or 
private nonprofit institution, without 
intervening transfer or storage. 

(2) The definitions at Chapter 1, 1–102, 
except 1–102(z) and the provisions of 
Chapters 2 through 8, except sections 2– 
102(a) and (b), 2–302(d), 2–403(a), 2–403(c), 
2–404, 2–405, 2–407, 2–502 through 2–506, 
2–508, 2–509, 4–105, 4–201(c), 4–208, 5– 
101(a), 5–103, 5–104, 5–202(c), 5–203, and 6– 
105, part IV, of the Food and Drug Ad-
ministration’s Food Service Sanitation 
Manual (1976 Recommendations), 
DHEW Publication No. (FDA) 78–2081, 
which is incorporated by reference, 
shall apply to the facilities and oper-
ations of businesses claiming this ex-
emption. (These materials are incor-
porated as they exist on the date of ap-
proval. This incorporation by reference 
was approved by the Director of the 
Federal Register in accordance with 5 
U.S.C. 552(a) and 1 CFR part 51. Copies 
may be purchased from the Super-
intendent of Documents, U.S. Govern-
ment Printing Office, Washington, DC 
20402. It is also available for inspection 
at the FSIS Hearing Clerk, room 3171, 
South Building, Food Safety and In-
spection Service, U.S. Department of 
Agriculture, Washington, DC 20250, or 
at the National Archives and Records 
Administration (NARA). For informa-
tion on the availability of this mate-
rial at NARA, call 202–741–6030, or go 
to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(3) Facilities and operations of busi-
nesses claiming this exemption shall 
also conform to the following require-
ments: 

(i) Manual cleaning and sanitizing. (A) 
For manual washing, rinsing and sani-
tizing of utensils and equipment, a sink 
with not fewer than three compart-
ments shall be provided and used. Sink 
compartments shall be large enough to 
permit the accommodation of the 
equipment and utensils, and each com-
partment of the sink shall be supplied 
with hot and cold potable running 
water. Fixed equipment and utensils 
and equipment too large to be cleaned 
in sink compartments shall be washed 
manually or cleaned through pressure 
spray methods. 
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(B) Drain boards or easily movable 
dish tables of adequate size shall be 
provided for proper handling of soiled 
utensils prior to washing and for 
cleaned utensils following sanitizing 
and shall be located so as not to inter-
fere with the proper use of the dish-
washing facilities. 

(C) Equipment and utensils shall be 
preflushed or prescraped and, when 
necessary, presoaked to remove gross 
food particles and soil. 

(D) Except for fixed equipment and 
utensils too large to be cleaned in sink 
compartments, manual washing, rins-
ing and sanitizing shall be conducted in 
the following sequence: 

(1) Sinks shall be cleaned prior to 
use. 

(2) Equipment and utensils shall be 
thoroughly washed in the first com-
partment with a hot detergent solution 
that is kept clean. 

(3) Equipment and utensils shall be 
rinsed free of detergent and abrasives 
with clean water in the second com-
partment. 

(4) Equipment and utensils shall be 
sanitized in the third compartment ac-
cording to one of the methods pre-
scribed in paragraph (e)(3)(i)(E) (1) 
through (4) of this section. 

(E) The food-contact surfaces of all 
equipment and utensils shall be sani-
tized by: 

(1) Immersion for at least 1⁄2 minute 
in clean, hot water at a temperature of 
at least 170 °F; or 

(2) Immersion for at least 1 minute in 
a clean solution containing at least 50 
parts per million of available chlorine 
as a hypochlorite and at a temperature 
of at least 75 °F; or 

(3) Immersion for at least 1 minute in 
a clean solution containing at least 12.5 
parts per million of available iodine 
and having a pH not higher than 5.0 
and at a temperature of at least 75 °F; 
or 

(4) Immersion in a clean solution 
containing any other chemical sani-
tizing agent allowed under 21 CFR 
178.1010 that will provide the equiva-
lent bactericidal effect of a solution 
containing at least 50 parts per million 
of available chlorine as a hypochlorite 
at a temperature of at least 75 °F for 1 
minute; or 

(5) Treatment with steam free from 
materials or additives other than those 
specified in 21 CFR 173.310 in the case 
of equipment too large to sanitize by 
immersion, but in which steam can be 
confined; or 

(6) Rinsing, spraying, or swabbing 
with a chemical sanitizing solution of 
at least twice the strength required for 
that particular sanitizing solution 
under paragraph (e)(3)(i)(E)(4) of this 
section in the case of equipment too 
large to sanitize by immersion. 

(F) When hot water is used for sani-
tizing, the following facilities shall be 
provided and used: 

(1) An integral heating device or fix-
ture installed in, on, or under the sani-
tizing compartment of the sink capable 
of maintaining the water at a tempera-
ture of at least 170 °F; and 

(2) A numerically scaled indicating 
thermometer, accurate to ±3 °F, con-
venient to the sink for frequent checks 
of water temperature; and 

(3) Dish baskets of such size and de-
sign to permit complete immersion of 
the tableware, kitchenware, and equip-
ment in the hot water. 

(G) When chemicals are used for sani-
tization, they shall not have con-
centrations higher than the maximum 
permitted under 21 CFR 178.1010 and a 
test kit or other device that accurately 
measures the parts per million con-
centration of the solution shall be pro-
vided and used. 

(ii) Mechanical cleaning and sanitizing. 
(A) Cleaning and sanitizing may be 
done by spray-type or immersion dish-
washing machines or by any other type 
of machine or device if it is dem-
onstrated that it thoroughly cleans 
and sanitizes equipment and utensils. 
These machines and devices shall be 
properly installed and maintained in 
good repair. 

Machines and devices shall be oper-
ated in accordance with manufactur-
ers’ instructions, and utensils and 
equipment placed in the machine shall 
be exposed to all dishwashing cycles. 
Automatic detergent dispensers, wet-
ting agent dispensers, and liquid sani-
tizer injectors, if any, shall be properly 
installed and maintained. 

(B) The pressure of final rinse water 
supplied to spray-type dishwashing ma-
chines shall not be less than 15 nor 
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more than 25 pounds per square inch 
measured in the water line imme-
diately adjacent to the final rinse con-
trol valve. A 1⁄4–inch IPS valve shall be 
provided immediately up stream from 
the final rinse control valve to permit 
checking the flow pressure of the final 
rinse water. 

(C) Machine or water line mounted 
numerically scaled indicating ther-
mometers, accurate to ±3 °F, shall be 
provided to indicate the temperature of 
the water in each tank of the machine 
and the temperature of the final rinse 
water as it enters the manifold. 

(D) Rinse water tanks shall be pro-
tected by baffles, curtains, or other ef-
fective means to minimize the entry of 
wash water into the rinse water. Con-
veyors in dishwashing machines shall 
be accurately timed to assure proper 
exposure times in wash and rinse cy-
cles in accordance with manufacturers’ 
specifications attached to the ma-
chines. 

(E) Drain boards shall be provided 
and be of adequate size for the proper 
handling of soiled utensils prior to 
washing and of cleaned utensils fol-
lowing sanitization and shall be so lo-
cated and constructed as not to inter-
fere with the proper use of the dish-
washing facilities. This does not pre-
clude the use of easily movable dish ta-
bles for the storage of soiled utensils or 
the use of easily movable dishtables for 
the storage of clean utensils following 
sanitization. 

(F) Equipment and utensils shall be 
flushed or scraped and, when necessary, 
soaked to remove gross food particles 
and soil prior to being washed in a 
dishwashing machine unless a 
prewashcycle is a part of the dish-
washing machine operation. Equipment 
and utensils shall be placed in racks, 
trays, or baskets, or on conveyors, in a 
way that food-contact surfaces are ex-
posed to the unobstructed application 
of detergent wash and clean rinse wa-
ters and that permits free draining. 

(G) Machines (single-tank, sta-
tionary-rack, door-type machines and 
spray-type glass washers) using chemi-
cals for sanitization may be used: Pro-
vided, That, 

(1) The temperature of the wash 
water shall not be less than 120 °F. 

(2) The wash water shall be kept 
clean. 

(3) Chemicals added for sanitization 
purposes shall be automatically dis-
pensed. 

(4) Utensils and equipment shall be 
exposed to the final chemical sani-
tizing rinse in accordance with manu-
facturers’ specifications for time and 
concentration. 

(5) The chemical sanitizing rinse 
water temperature shall be not less 
than 75 °F nor less than the tempera-
ture specified by the machine’s manu-
facturer. 

(6) Chemical sanitizers used shall 
meet the requirements of 21 CFR 
178.1010. 

(7) A test kit or other device that ac-
curately measures the parts per mil-
lion concentration of the solution shall 
be available and used. 

(H) Machines using hot water for 
sanitizing may be used provided that 
wash water and pumped rinse water 
shall be kept clean and water shall be 
maintained at not less than the fol-
lowing temperatures: 

(1) Single-tank, stationary-rack, 
dual-temperature machine: 

Wash temperature .................................150 °F 
Final rinse temperature ........................180 °F 

(2) Single-tank, stationary-rack, sin-
gle-temperature machine: 

Wash temperature .................................165 °F 
Final rinse temperature ........................165 °F 

(3) Single-tank, conveyor machine: 

Wash temperature .................................160 °F 
Final rinse temperature ........................180 °F 

(4) Multitank, conveyor machine: 

Wash temperature .................................150 °F 
Pumped rinse temperature ....................160 °F 
Final rinse temperature ........................180 °F 

(5) Single-tank, pot, pan, and utensil 
washer (either stationary or moving- 
rack): 
Wash temperature .................................140 °F 
Final rinse temperature ........................180 °F 

(I) All dishwashing machines shall be 
thoroughly cleaned at least once a day 
or more often when necessary to main-
tain them in a satisfactory operating 
condition. 

(iii) Steam. Steam used in contact 
with food or food-contact surfaces shall 
be free from any materials or additives 
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other than those specified in 21 CFR 
173.310. 

(4) For purposes of this paragraph, 
the term ‘‘private nonprofit institu-
tion’’ means ‘‘a corporation, and any 
community chest, fund, or foundation, 
organized and operated exclusively for 
religious, charitable, scientific, testing 
for public safety, literary, or edu-
cational purposes, or to foster national 
or international amateur sports com-
petition (but only if no part of its ac-
tivities involve the provision of ath-
letic facilities or equipment), or for the 
prevention of cruelty to children or 
animals, no part of the net earnings of 
which inures to the benefit of any pri-
vate shareholder or individual, no sub-
stantial part of the activities of which 
is carrying on propaganda, or other-
wise attempting, to influence legisla-
tion, and which does not participate in, 
or intervene in (including the pub-
lishing or distribution of statements), 
any political campaign on behalf of (or 
in opposition to) any candidate for pub-
lic office.’’ 

(5) The Administrator may withdraw 
or modify the exemption set forth in 
§ 303.1(e)(1) for a particular establish-
ment when he or she determines that 
such action is necessary to ensure food 
safety and public health. Before such 
action is taken, the owner or operator 
of the particular establishment shall be 
notified, in writing, of the reasons for 
the proposed action and shall be given 
an opportunity to respond, in writing, 
to the Administrator within 20 days 
after notification of the proposed ac-
tion. The written notification shall be 
served on the owner or operator of the 
establishment in the manner pre-
scribed in section 1.147(b) of the De-
partment’s Uniform Rules of Practice 
(7 CFR 1.147(b)). In those instances 
where there is conflict of any material 
fact, the owner or operator of the es-
tablishment, upon request, shall be af-
forded an opportunity for a hearing 
with respect to the disputed fact, in ac-
cordance with rules of practice which 
shall be adopted for the proceeding. 
However, such withdrawal or modifica-
tion shall become effective pending 
final determination in the proceeding 
when the Administrator determines 
that an imminent threat to food safety 
or public health exists, and that such 

action is, therefore, necessary to pro-
tect the public health, interest or safe-
ty. Such withdrawal or modification 
shall be effective upon oral or written 
notification, whichever is earlier, to 
the owner or operator of the particular 
establishment as promptly as cir-
cumstances permit. In the event of oral 
notification, written confirmation 
shall be given to the owner or operator 
of the establishment as promptly as 
circumstances permit. This withdrawal 
or modification shall continue in effect 
ending the completion of the pro-
ceeding and any judicial review there-
of, unless otherwise ordered by the Ad-
ministrator. 

(f) The adulteration and misbranding 
provisions of the Act and the regula-
tions in this subchapter, other than the 
requirement of the official inspection 
legend, apply to articles which are ex-
empted from inspection or not required 
to be inspected under this section. This 
includes the requirement that any pork 
and any product containing pork be 
prepared only in compliance with any 
applicable requirement for the destruc-
tion of trichina as provided in § 318.10 of 
this subchapter. 

(g) The Administrator may extend 
the requirements of titles I and IV of 
the Act to any establishment in any 
State or organized Territory at which 
products are prepared for distribution 
solely within such jurisdiction, if he 
determines in accordance with the pro-
visions of paragraph 301(c)(1) of the Act 
that it is producing adulterated prod-
ucts which would clearly endanger the 
public health. 

(h) The Administrator may in spe-
cific classes of cases waive for limited 
periods any provisions of the regula-
tions in this subchapter in order to per-
mit appropriate and necessary action 
in the event of a public health emer-
gency or to permit experimentation so 
that new procedures, equipment, and/or 
processing techniques may be tested to 
facilitate definite improvements: Pro-
vided, That such waivers of the provi-
sions of such regulations are not in 
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conflict with the purposes or provisions 
of the Act. 

(Approved by the Office of Management and 
Budget under control number 0583–0015) 

[35 FR 15558, Oct. 3, 1970, as amended at 36 FR 
12002, 12004, June 24, 1971; 45 FR 27922, Apr. 25, 
1980; 46 FR 46288, Sept. 18, 1981; 47 FR 746, 
Jan. 7, 1982; 51 FR 29909, Aug. 21, 1986; 52 FR 
10032, Mar. 30, 1987; 52 FR 48091, Dec. 18, 1987; 
53 FR 24679, June 30, 1988; 57 FR 34182, Aug. 
3, 1992; 64 FR 56415, Oct. 20, 1999] 

§ 303.2 Experimentation: Intensity of 
inspection coverage. 

(a) Pursuant to the Processed Prod-
ucts Inspection Improvement Act of 
1986, Title IV of the Futures Trading 
Act of 1986 (Pub. L. 99–641), in estab-
lishments preparing products at which 
inspection under the Act and regula-
tions is required, the frequency with 
which and the manner in which meat 
food products made from livestock pre-
viously slaughtered in official estab-
lishments are examined and inspected 
by Program employees is to be based 
on considerations relevant to effective 
regulation of meat food products and 
protection of the health and welfare of 
consumers. In order to test procedures 
for use in making such determinations 
and, in particular, for determining 
whether and, is so, to what extent the 
intensity of inspection coverage ex-
ceeds that which should be considered 
necessary pursuant to section 6 of the 
Act, as amended by section 403(a) of 
the Futures Trading Act of 1986, the 
Administrator is initiating experimen-
tation of a new system of inspection 
for reviewing the performance of estab-
lishments and for designing the super-
vision and other conditions and meth-
ods of inspection coverage. For the pe-
riod of such experimentation, the Ad-
ministrator shall identify establish-
ments for review, and the frequency 
and the manner of inspection by Pro-
gram employees shall be determined on 
the basis of the results of those reviews 
and be otherwise in accordance with 
this section. 

(b) The determinations referred to in 
paragraph (a) of this section shall be 
made by the program and shall reflect 
evaluations of the performance and the 
characteristics and such establish-
ments. 

(1) In assessing the performance of an 
establishment, the following factors 
are appropriate for consideration: 

(i) The history of compliance with 
applicable regulatory requirements by 
the person conducting operations at 
such establishment or by anyone re-
sponsibly connected with the business 
conducting operations at such estab-
lishment, as ‘‘responsibly connected’’ is 
defined in section 401(g) of the Act, 

(ii) The competence of the person 
conducting operations at such estab-
lishment, as indicated by: 

(A) Knowledge of appropriate manu-
facturing practices and applicable reg-
ulatory requirements, 

(B) Demonstrated ability to apply 
such knowledge in a timely and con-
sistent manner, and 

(C) Commitment to correcting defi-
ciencies noted by Program employees 
and otherwise assuring compliance 
with applicable regulatory require-
ments, and 

(iii) The procedures used in such es-
tablishment to control the production 
process, environment, and resulting 
product in order to assure and monitor 
compliance with the requirements of 
the Act and the rules and regulations 
promulgated thereunder. 

(2) In assessing the characteristics of 
an establishment, the following factors 
are appropriate for consideration: 

(i) The complexity of the processing 
operation(s) conducted at such estab-
lishment, 

(ii) The frequency with which each 
such operation is conducted at such es-
tablishment, 

(iii) The volume of product resulting 
from each such operation at such es-
tablishment, 

(iv) Whether and to what extent 
slaughter operations also are con-
ducted at such establishment, 

(v) What, if any, food products not 
regulated under this Act or the Poultry 
Products Inspection Act also are pre-
pared at such establishment, and 

(vi) The size of such establishment. 
(c)(1) For the period of experimen-

tation described in paragraph (a) of 
this section, the frequency of inspec-
tion by Program employees of oper-
ations other than slaughter may be re-
duced in an establishment in which the 
procedures referred to therein are 
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1 These evaluations will be based upon 
guidelines developed by FSIS and the com-
plexity categorization in FSIS Directive 
1030.2 (Documentation of Processing and 
Combination Assignments, 4/22/85). The 
guidelines and Directive will be available for 
public inspection and copying in the Policy 
Office, Room 3168, South Agriculture Build-
ing, 14th Street and Independence Avenue, 
SW., Washington, DC. 

being tested if and only if the evalua-
tion of the performance of such estab-
lishment described in paragraph (b)(1) 
indicates that there are: 

(i) No instances, documented in 
records compiled no earlier than 10 
years before, of substantial and recent 
noncompliance with applicable regu-
latory requirements (taking into ac-
count both the nature and frequency of 
any such noncompliance), and 

(ii) The competence and control pro-
cedures needed to assure and monitor 
compliance with applicable regulatory 
requirements. 

(2)(i) The frequency of Federal in-
spection and other conditions and 
methods of inspection coverage in any 
establishment in which the frequency 
of Federal inspection is reduced shall 
be based on: 

(A) The evaluation of the character-
istics of such establishment described 
in paragraph (b)(2) of this section, 1 

(B) The significance of potential pub-
lic health consequences of noncompli-
ance, and 

(C) The availability of Program em-
ployees. 

(ii) To the extent that such frequency 
of inspection or other conditions and 
methods of inspection coverage are 
identified as conflicting with provi-
sions of the regulations in this sub-
chapter, the Administrator will waive 
such provisions for the period of experi-
mentation, in accordance with § 303.1(g) 
of this subchapter. 

[52 FR 10032, Mar. 30, 1987 and 52 FR 48091, 
Dec. 18, 1987] 

PART 304—APPLICATION FOR IN-
SPECTION; GRANT OF INSPEC-
TION 

Sec. 
304.1 Application for inspection. 
304.2 Information to be furnished; grant or 

refusal of inspection. 

304.3 Conditions for receiving inspection. 

AUTHORITY: 21 U.S.C. 601–695; 7 CFR 2.18, 
2.53. 

§ 304.1 Application for inspection. 

(a) Before the inspection is granted, 
each person conducting operations at 
an establishment subject to the Act, 
whether tenant, subsidiary, or land-
lord, shall make application therefor 
to the Administrator as provided for in 
this part. 

(b) Every application under this sec-
tion shall be made on an official form 
furnished by the Program, available 
from any Regional Director identified 
in § 301.2(kkk) of this subchapter, and 
shall be completed to include all infor-
mation requested. Trade names of the 
applicant for labeling purposes, shall 
be inserted in the appropriate blank in 
the application. Each applicant for in-
spection will be held responsible for 
compliance with the Act and the regu-
lations in this subchapter if inspection 
is granted. Preparation of product and 
other operations at the establishment 
for which inspection is granted may be 
conducted only by the applicant named 
in the application. 

(c) In cases of change of ownership or 
location, a new application shall be 
made. 

[40 FR 2575, Jan. 14, 1975, as amended at 53 
FR 49848, Dec. 12, 1988] 

§ 304.2 Information to be furnished; 
grant or refusal of inspection. 

(a) FSIS shall give notice in writing 
to each applicant granted inspection 
and shall specify in the notice the es-
tablishment, including the limits of 
the establishment’s premises, to which 
the grant pertains. 

(b) The Administrator is authorized 
to grant inspection upon his deter-
mination that the applicant and the es-
tablishment are eligible therefor and 
to refuse to grant inspection at any es-
tablishment if he determines that it 
does not meet the requirements of this 
part or the regulations in parts 305, 307, 
and part 416, §§ 416.1 through 416.6 of 
this chapter or that the applicant has 
not received approval of labeling and 
containers to be used at the establish-
ment as required by the regulations in 
parts 316 and 317. Any application for 
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