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pathogen) that would significantly 
minimize the pathogen. 

(d) The hazard evaluation must con-
sider the effect of the following on the 
safety of the finished animal food for 
the intended animal: 

(1) The formulation of the animal 
food; 

(2) The condition, function, and de-
sign of the facility and equipment; 

(3) Raw materials and other ingredi-
ents; 

(4) Transportation practices; 
(5) Manufacturing/processing proce-

dures; 
(6) Packaging activities and labeling 

activities; 
(7) Storage and distribution; 
(8) Intended or reasonably foresee-

able use; 
(9) Sanitation, including employee 

hygiene; and 
(10) Any other relevant factors such 

as the temporal (e.g., weather-related) 
nature of some hazards (e.g., levels of 
some natural toxins). 

[80 FR 56337, Sept. 17, 2015, as amended at 81 
FR 3717, Jan. 22, 2016] 

§ 507.34 Preventive controls. 
(a)(1) You must identify and imple-

ment preventive controls to provide as-
surances that any hazards requiring a 
preventive control will be significantly 
minimized or prevented and the animal 
food manufactured, processed, packed, 
or held by your facility will not be 
adulterated under section 402 of the 
Federal Food, Drug, and Cosmetic Act; 
and 

(2) Preventive controls required by 
paragraph (a)(1) of this section include: 

(i) Controls at critical control points 
(CCPs), if there are any CCPs; and 

(ii) Controls, other than those at 
CCPs, that are also appropriate for ani-
mal food safety. 

(b) Preventive controls must be writ-
ten. 

(c) Preventive controls include, as 
appropriate to the facility and animal 
food: 

(1) Process controls. Process controls 
include procedures, practices, and proc-
esses to ensure the control of param-
eters during operations such as heat 
processing, irradiating, and refrig-
erating animal food. Process controls 
must include, as appropriate to the na-

ture of the applicable control and its 
role in the facility’s food safety sys-
tem: 

(i) Parameters associated with the 
control of the hazard; and 

(ii) The maximum or minimum 
value, or combination of values, to 
which any biological, chemical, or 
physical parameter must be controlled 
to significantly minimize or prevent a 
hazard requiring a process control. 

(2) Sanitation controls. Sanitation 
controls include procedures, practices, 
and processes to ensure that the facil-
ity is maintained in a sanitary condi-
tion adequate to significantly mini-
mize or prevent hazards such as envi-
ronmental pathogens and biological 
hazards due to employee handling. 
Sanitation controls must include, as 
appropriate to the facility and the ani-
mal food, procedures, practices, and 
processes for the: 

(i) Cleanliness of animal food-contact 
surfaces, including animal food-contact 
surfaces of utensils and equipment; and 

(ii) Prevention of cross-contamina-
tion from insanitary objects and from 
personnel to animal food, animal food- 
packaging material, and other animal 
food-contact surfaces and from raw 
product to processed product. 

(3) Supply-chain controls. Supply- 
chain controls include the supply-chain 
program as required by subpart E of 
this part; 

(4) A recall plan as required by 
§ 507.38; and 

(5) Other preventive controls. These 
include any other procedures, prac-
tices, and processes necessary to sat-
isfy the requirements of paragraph (a) 
of this section. Examples of other con-
trols include hygiene training and 
other current good manufacturing 
practices. 

§ 507.36 Circumstances in which the 
owner, operator, or agent in charge 
of a manufacturing/processing facil-
ity is not required to implement a 
preventive control. 

(a) If you are a manufacturer/proc-
essor, you are not required to imple-
ment a preventive control when you 
identify a hazard requiring a preven-
tive control (identified hazard) and any 
of the following circumstances apply: 

(1) You determine and document that 
the type of animal food could not be 
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consumed without application of an ap-
propriate control; 

(2) You rely on your customer who is 
subject to the requirements for hazard 
analysis and risk-based preventive con-
trols in this subpart to ensure that the 
identified hazard will be significantly 
minimized or prevented; and you: 

(i) Disclose in documents accom-
panying the animal food, in accordance 
with the practice of the trade, that the 
animal food is ‘‘not processed to con-
trol [identified hazard]’’; and 

(ii) Annually obtain from your cus-
tomer written assurance, subject to the 
requirements of § 507.37, that the cus-
tomer has established and is following 
procedures (identified in the written 
assurance) that will significantly mini-
mize or prevent the identified hazard 
(except as provided in paragraph (c) of 
this section); 

(3) You rely on your customer who is 
not subject to the requirements for 
hazard analysis and risk-based preven-
tive controls in this subpart to provide 
assurance it is manufacturing, proc-
essing, or preparing the animal food in 
accordance with applicable animal food 
safety requirements and you: 

(i) Disclose in documents accom-
panying the animal food, in accordance 
with the practice of the trade, that the 
animal food is ‘‘not processed to con-
trol [identified hazard]’’; and 

(ii) Annually obtain from your cus-
tomer written assurance that it is 
manufacturing, processing, or pre-
paring the animal food in accordance 
with applicable animal food safety re-
quirements; 

(4) You rely on your customer to pro-
vide assurance that the animal food 
will be processed to control the identi-
fied hazard by an entity in the dis-
tribution chain subsequent to the cus-
tomer and you: 

(i) Disclose in documents accom-
panying the animal food, in accordance 
with the practice of the trade, that the 
animal food is ‘‘not processed to con-
trol [identified hazard]’’; and 

(ii) Annually obtain from your cus-
tomer written assurance, subject to the 
requirements of § 507.37, that your cus-
tomer: 

(A) Will disclose in documents ac-
companying the animal food, in ac-
cordance with the practice of the trade, 

that the animal food is ‘‘not processed 
to control [identified hazard]’’; and 

(B) Will only sell to another entity 
that agrees, in writing, it will: 

(1) Follow procedures (identified in a 
written assurance) that will signifi-
cantly minimize or prevent the identi-
fied hazard (if the entity is subject to 
the requirements for hazard analysis 
and risk-based preventive controls in 
subpart C of this part), except as pro-
vided in paragraph (d) of this section, 
or manufacture, process, or prepare the 
animal food in accordance with appli-
cable animal food safety requirements 
(if the entity is not subject to the re-
quirements for hazard analysis and 
risk-based preventive controls in sub-
part C of this part); or 

(2) Obtain a similar written assur-
ance from the entity’s customer, sub-
ject to the requirements of § 507.37, as 
in paragraphs (a)(4)(ii)(A) and (B) of 
this section, as appropriate; or 

(5) You have established, docu-
mented, and implemented a system 
that ensures control, at a subsequent 
distribution step, of the hazards in the 
animal food you distribute and you 
document the implementation of that 
system. 

(b) You must document any cir-
cumstance specified in paragraph (a) of 
this section that applies to you, includ-
ing: 

(1) A determination in accordance 
with paragraph (a) of this section that 
the type of animal food could not be 
consumed without application of an ap-
propriate control; 

(2) The annual written assurance 
from your customer in accordance with 
paragraph (a)(2) of this section; 

(3) The annual written assurance 
from your customer in accordance with 
paragraph (a)(3) of this section; 

(4) The annual written assurance 
from your customer in accordance with 
paragraph (a)(4) of this section; and 

(5) Your system, in accordance with 
paragraph (a)(5) of this section, that 
ensures control, at a subsequent dis-
tribution step, of the hazards in the 
animal food you distribute. 

(c) For the written assurance re-
quired by paragraph (a)(2)(ii) of this 
section, if your customer has deter-
mined that the identified hazard in 
paragraph (a) of this section is not a 
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hazard in the animal food intended for 
use for a specific animal species, your 
customer’s written assurance may pro-
vide this determination (including ani-
mal species and why the identified haz-
ard is not a hazard) instead of pro-
viding assurance of procedures estab-
lished and followed that will signifi-
cantly minimize or prevent the identi-
fied hazard. 

(d) For the written assurance re-
quired by paragraph (a)(4)(ii)(B) of this 
section, if the entity in the distribu-
tion chain subsequent to your cus-
tomer is subject to subpart C of this 
part and has determined that the iden-
tified hazard in paragraph (a) of this 
section is not a hazard in the animal 
food intended for use for a specific ani-
mal species, that entity’s written as-
surance may provide this determina-
tion (including animal species and why 
the identified hazard is not a hazard) 
instead of providing assurance that the 
identified hazard will be significantly 
minimized or prevented. 

[80 FR 56337, Sept. 17, 2015, as amended at 81 
FR 3717, Jan. 22, 2016] 

§ 507.37 Provision of assurances re-
quired under § 507.36(a)(2), (3), and 
(4). 

A facility that provides a written as-
surance under § 507.36(a)(2), (3), or (4) 
must act consistently with the assur-
ance and document its actions taken to 
satisfy the written assurance. 

§ 507.38 Recall plan. 

(a) For animal food with a hazard re-
quiring a preventive control you must: 

(1) Establish a written recall plan for 
the animal food; and 

(2) Assign responsibility for per-
forming all procedures in the recall 
plan. 

(b) The written recall plan must in-
clude procedures that describe the 
steps to perform the following actions 
as appropriate to the facility: 

(1) Directly notify direct consignees 
about the animal food being recalled, 
including how to return or dispose of 
the affected animal food; 

(2) Notify the public about any haz-
ard presented by the animal food when 
appropriate to protect human and ani-
mal health; 

(3) Conduct effectiveness checks to 
verify the recall has been carried out; 
and 

(4) Appropriately dispose of recalled 
animal food, e.g., through reprocessing, 
reworking, diverting to another use 
that would not present a safety con-
cern, or destroying the animal food. 

§ 507.39 Preventive control manage-
ment components. 

(a) Except as provided by paragraphs 
(b) and (c) of this section, the preven-
tive controls required under § 507.34 are 
subject to the following preventive 
control management components as 
appropriate to ensure the effectiveness 
of the preventive controls, taking into 
account the nature of the preventive 
control and its role in the facility’s 
food safety system: 

(1) Monitoring in accordance with 
§ 507.40; 

(2) Corrective actions and corrections 
in accordance with § 507.42; and 

(3) Verification in accordance with 
§ 507.45. 

(b) The supply-chain program estab-
lished in subpart E of this part is sub-
ject to the following preventive control 
management components as appro-
priate to ensure the effectiveness of the 
supply-chain program, taking into ac-
count the nature of the hazard con-
trolled before receipt of the raw mate-
rial or other ingredient: 

(1) Corrective actions and corrections 
in accordance with § 507.42, taking into 
account the nature of any supplier non- 
conformance; 

(2) Review of records in accordance 
with § 507.49(a)(4)(ii); and 

(3) Reanalysis in accordance with 
§ 507.50. 

(c) The recall plan established in 
§ 507.38 is not subject to the require-
ments of paragraph (a) of this section. 

§ 507.40 Monitoring. 

As appropriate to the nature of the 
preventive control and its role in the 
facility’s food safety system you must: 

(a) Establish and implement written 
procedures, including the frequency 
with which they are to be performed, 
for monitoring the preventive controls; 
and 
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