UNITED STATES DEPARTMENT OF AGRICULTURE
FOOD SAFETY AND INSPECTION SERVICE

!~II
nll;;"

-
0o

\

\

ESIS Notice 02-09

Requirements Related to Sanitation
Standard Operating Procedures
Preventive Measures

OPPD/PDD
PDD Monthly OFO District Manager Meeting
Thursday January 8, 2008

1
January 8, 2009 Policy Development Division


http://www.fsis.usda.gov/OPPDE/rdad/FSISNotices/02-09.pdf

UNITED STATES DEPARTMENT OF AGRICULTURE
FOOD SAFETY AND INSPECTION SERVICE

|. PURPOSE

Clarify the policy underlying published askFSIS

guestion and answer on Sanitation SOPs and
preventive measures.
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askFSIS o
Topics Sanitation Standard Operating Procedures Preventive Measures
General Inspection Policy 5
Question
Last Updated

Iz an establishment required to determine, and document, preventive measures when the
establishment or FSIS finds an unclean food contact surface during pre-operational (pre-op) sanitation
manitaring?

121042008 12:30 PM

=
_) Print Answer
=] Mo. ¥When an unclean food contact surface, equipment, or utensil is found during pre-op by the
establishment, before any product has passed over the unclean surface, the establishment needs to
cleanthe surface, but there is no noncampliance. The establishment's system warked as
designed. The establishment should generate an appropriate record in accordance with 416.16.

Email Answer

If FEI5 were to have found the unclean surface, the Agency would expectthe plant clean the surface
and would document noncompliance under 01B02 | citing 8 CFR 416.1 3{c) for the establishments
Tailure to adequately monitor the implementation of the Sanitation S0P and also citing 8 CFR 416.1,
hecause of the insanitary condition. In addition, FSI5 would expect the establishment to consider howe
to make appropriate improvements in the execution of its pre-operational procedures because the
establishment must be maintained in a manner sufficient to prevent the creation of insanitarye
conditions. Preventive measures would not need to be documented, howewver, unless product has
heen adulterated ar contaminated by the unclean surface, equipment, or utensil.

[ Notify Me by Email if this Answer is Updated 1

How well did this answer your question?
C00% C75% C50% C25% 0%
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Key Points:

Policy ONLY applies to ISP Element 01B

Policy premise (a proposition that forms the basis of an argument or
from which a conclusion is drawn)

— Prior to operations no product is on the production floor

— Product cannot become contaminated or adulterated prior to
operations

NOTE: If prior to operations product does become contaminated or
adulterated as a result of being on the production floor, then 9 CFR
416.15 applies.
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Key Points:

* Prior to operations establishment compliance

— Sanitation SOP is functioning if establishment monitoring activity
finds unclean direct food contact surfaces

— establishment restores sanitation prior to operations starting
— no product is adulterated or contaminated

— establishment documents the result (9 CFR 416.16)

iImplementation of the procedures prior to operations (9 CFR
416.12(c)),

¢ monitoring and

actions taken to correct the insanitary condition due to failed
implementation of procedures on the daily Sanitation SOP record
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Key Points:

 Noncompliance prior to operations (01B02)

— FSIS finds unclean food contact surfaces before the start of
operations

— FSIS reviews records and the establishment has not
documented required information on the daily record

 Noncompliance prior to operations (01B01)

— FSIS reviews records and the establishment has not
documented required information on the daily record
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lll. IPP RESPONSIBILITIES
e 01B02 noncompliance finding:

— verify that the establishment re-establishes and documents the
restoration of sanitary conditions under 9 CFR 416.16

— pre-operational sanitation inspection noncompliance without

direct product contamination or adulteration does not require
preventive measures

— link repetitive pre-operational sanitation noncompliances with the
same or similar cause (See FSIS Directive 5000.1, Chapter V)
» |PP determine if procedures prior to operations (see 9 CFR

416.12(c)) are inadequate if repeated pre-operational failures
(implementation of procedure and monitoring)

» |PP determine if the establishment is evaluating the effectiveness of
their Sanitation SOP (see 9 CFR 416.14)
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lll. IPP RESPONSIBILITIES

 01B02 noncompliance
— cite all relevant regulations
» cite 9 CFR 416.16

» cite 9 CFR 416.13(c) if failing to conduct pre-operation
sanitation adequately

» cite 9 CFR 416.4(a) if not adequately cleaning a food contact
surface,

» Block 10 Description recount 9 CFR 416.1 in that the

establishment must operate in a manner that will not create
Insanitary conditions.

Note: Current version of PBIS does not have 9 CFR 416.1
available to cite in the relevant regulations section of the NR.

Note: Using SPS regulations on a Sanitation SOP noncompliance is a
change from current FSRE training.
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V. IMPLICATIONS FOR FSIS DIR 5000.1

Required changes -

— The first note in ESIS Directive 5000.1, Chapter | section XVIII B.

IS incorrect as related to pre-operational sanitation
noncompliances.

NOTE: CSls are to take the appropriate control action (see Chapter
IVV) when there is direct product contamination or other
adulteration of product. CSls are not to release product or
equipment affected by the control action and are not to “close
out” the noncompliance record (NR) until they have verified that
the establishment has restored sanitary conditions, has

completed the proper product disposition, and has implemented
preventive measures (see 9 CFR 416.15).
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V. IMPLICATIONS FOR FSIS DIR 5000.1
* Policy consequence to Chapter | section XVIII B. Note

— only apply to operational sanitation.

— 01BO02 IPP take any necessary regulatory control action (e.g.,
rejecting equipment).

— 01B02 NR with no direct product contamination or adulteration of
product IPP can “close out” the NR once they have verified that
the establishment has restored sanitary conditions and has
documented any corrective actions taken.
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V. IMPLICATIONS FOR FSIS DIR 5000.1
 Required changes -

— Also, in FSIS Directive 5000.1, Chapter I section XVIII B 2., it
states:

When the CSI finds direct contact surfaces unclean or direct
contamination or adulteration of product, he or she should take a
regulatory control action. That regulatory control action should

not be relinquished until the establishment has proposed an
acceptable preventive measure.
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V. IMPLICATIONS FOR FSIS DIR 5000.1
* Policy conseguence to Chapter | section XVIII B 2.

— only apply to operational sanitation

— |IPP are to take any necessary regulatory control action (e.g.,
rejecting equipment); however, unless product is involved, the
action is to be released when sanitary conditions are restored by
the establishment.
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V. IMPLICATIONS FOR FSIS DIR 5000.1
 Required changes -

— FSIS Directive 50001., Chapter IV, Section lll, D. it states:

NOTE: If the establishment has found the noncompliance and
taken the corrective actions required, there is no noncompliance.
The CSI should verify that the establishment is implementing the
corrective actions specified in 9 CFR 416.15 when the
establishment finds direct contamination or adulteration of
products or contact surfaces. If the establishment finds that the
responsible individual did not initial and date the record and
iImplemented immediate and further planned actions and records
these actions, the CSI should not document this as
noncompliance.
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V. IMPLICATIONS FOR FSIS DIR 5000.1

Policy consequence to Chapter IV, Section lll, D.

» only apply to operational sanitation

* |PP do not have to verify whether further planned actions
where documented

January 8, 2009
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* Refer questions regarding this notice or posted askFSIS
Q&As to the PDD

— askFSIS at http://askfsis.custhelp.com or

ﬂj http:/faskfsis. custhelp.com/cgi-bin/askf sis. cfg/php/enduser fstd_alp.php
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My Questions
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876 Answers Available Bl Page: of 59 }

e

— 1-800-233-3935.
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