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Highlight what we will cover and how it will be cexed
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During this week we will be discussing HACCP, alidaprerequisites that are
needed to support HACCP. We are going to stalt @énitation Performance
Standards (SPS) which can basically be coveredMP G




SANITATION
PERFORMANCE
STANDARDS

(SPS)
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During this session of training we are going tacdss Sanitation Standard
Operating Procedures (SSOPs), Sanitation Perforen@tandards (SPS), and
Good Manufacturing Practices (GMPs).

All of these play an important role in Pathogen &Rsn and are prerequisite
programs for Hazard Analysis Critical Control PdiHACCP). In general these
programs cover sanitation, both pre-operationalgetational, throughout the
entire establishment.

All of these programs, SSOP, SPS, GMP, and HACCé&witmplemented
properly will ensure that the establishment is piddg a safe unadulterated
product for consumers.

The United States Department of Agriculture, Foate§ Inspection Service
regulations8CFR 416.1-17 addresses the requirements of SPS30&s were
implemented on January 25, 2000. Following thdéirebf the regulations we
will begin with SPS.

Performance standards define the results to bewasthiby sanitation, but not the
specific means to achieve those results.

Establishments have flexibility to determine whsaappropriate and sufficient in
maintaining sanitary conditions and preventingabalteration of product;
therefore, they can meet the sanitation performataredards in different ways.



General Rules @

CFR 416.1

» Each official establishment must be
operated and maintained in a manner
sufficient to prevent the creation of
insanitary conditions and to ensure
that product is not adulterated.

& e —oorels Specialkts, Ine !

The key wording in this slide must be operated and maintained in a manner
sufficient to prevent the creation of insanitary caditions.

As we go through these regulations, we will provielsome examples .



Establishment Grounds and
Facilities CFR 416.2
» Grounds and Pest Control

> The grounds about an establishment must
be maintained to prevent conditions that
could lead to insanitary conditions,
adulteration of product, or interfere with
government inspection program
employees.
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The grounds about an establishment must be magatamprevent conditions
that could lead to insanitary conditions, adulterabf product, or interfere with
inspection by Inspection program employees.

Example, weeds, storage of old or unused equipmdthibugh this is outside, it
could attract pest and rodents and provide thetnonages.



Establishment Grounds an@

Facilities CFR 416.2
» Grounds and Pest Control

o Establishments must have in place a pest
management program to prevent the
harborage and breeding of pests on the
grounds and within establishment facilities.

Regulatory Essentials Specialists, Inc. 6

Page 1

Establishments must have in place a pest managgragm to prevent the
harborage and breeding of pests on the grounds/dhith establishment
facilities.

The program needs to identify the what is doneybyg, and have records to
demonstrate the implementation



Establishment Grounds andj
Facilities CFR 416.2

» Grounds and Pest Control

o Pest control substances used must be safe
and effective under the conditions of use
and not be applied or stored in a manner
that will result in the adulteration of
product or the creation of insanitary
conditions .
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Pest control substances used must be safe andiveffander the conditions of
use and not be applied or stored in a manner tilatesult in the adulteration of
product or the creation of insanitary conditions.

Example: Poison can not be used within the fyaditwhere packaging material
or ingredients are stored. Residuals used fokéregvasse and then sealed.



Establishment Grounds and @

Facilities CFR 416.2

» Construction

o Establishment buildings, including their
structures, rooms, and compartments must
be of sound construction, be kept in good
repair, and be of sufficient size to allow for
processing, handling, and storage of
product in a manner that does not result in
product adulteration or the creation of
Insanitary conditions.
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416.2

(b) Construction.

(1) Establishment buildings, including their sturets, rooms, and compartments
must be of sound construction, be kept in goodireaad be of sufficient size to
allow for processing, handling, and storage of pobdh a manner that does not
result in product adulteration or the creationnsianitary conditions.



¥

Establishment Grounds and®
Facilities CFR 416.2
» Construction

> Walls, floors, and ceilings within
establishments must be built of durable
materials impervious to moisture and be
cleaned and sanitized as necessary to
prevent adulteration of product or the
creation of insanitary conditions.
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(b) Construction.

(2) Walls, floors, and ceilings within establishrnteemust be built of durable
materials impervious to moisture and be cleanedsandized as necessary to
prevent adulteration of product or the creatiomsanitary conditions.

Example- Rust resistant materials, floors slopethece is no standing water,
good repair



Establishment Grounds and®

Facilities CFR 416.2
» Construction

> Walls, floors, ceilings, doors, windows, and
other outside openings must be
constructed and maintained to prevent the
entrance of vermin, such as flies, rats, and
mice.
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(b) Construction.

(3) Walls, floors, ceilings, doors, windows, antietoutside openings must be
constructed and maintained to prevent the entraheermin, such as flies, rats,
and mice.

Examples- This means outside doors, including dadks] must be properly
sealed. No gaps, basically if you see day lightt itot adequately sealed.
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Establishment Grounds and®

Facilities CFR 416.2
» Construction

o Rooms or compartments in which edible
product is processed, handled, or stored must
be separate and distinct from rooms or
compartments in which inedible product is
processed, handled, or stored, to the extent
necessary to prevent product adulteration and

the creation of insanitary conditions.
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Construction

(4) Rooms or compartments in which edible prodsigirocessed, handled, or
stored must be separate and distinct from roonesmpartments in which
inedible product is processed, handled, or stdcethe extent necessary to
prevent product adulteration and the creation séimitary conditions.

11



Establishment Grounds @
and Facilities CFR 416.2
» Lighting
o Lighting of good quality and sufficient

intensity to ensure that sanitary conditions

are maintained and that product is not

adulterated must be provided in areas

where food is processed, handled, stored,

or examined; where equipment and utensils

are cleaned; and in hand-washing areas,
dressing and locker rooms, and toilets.
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(c) Light.

Lighting of good quality and sufficient intensity énsure that sanitary conditions
are maintained and that product is not adulteratest be provided in areas
where food is processed, handled, stored, or exainuwhere equipment and
utensils are cleaned; and in hand-washing areassitig and locker rooms, and
toilets.
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Establishment Grounds
and Facilities CFR 416.2

» Ventilation

> Ventilation adequate to control odors,
vapors, and condensation to the extent
necessary to prevent adulteration of
product and the creation of insanitary
conditions must be provided.
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(d) Ventilation.

Ventilation adequate to control odors, vapors, @ntblensation to the extent
necessary to prevent adulteration of product aadtlation of insanitary
conditions must be provided.

Examples:

Condensation comes under this requirement, butatsmycome under SSOP if
product or equipment is contaminated or will lilsult in contamination

13



Establishment Grounds

and Facilities CFR 416.2

» Plumbing
o Sufficient quantities of water available

> Proper conveyance of sewage/liquid waste

> Prevent adulteration of product, water
supplies, equipment, and utensils. And
prevent insanitary conditions throughout
establishment.
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(e) Plumbing.
Plumbing systems must be installed and maintaioed t

(1) Carry sufficient quantities of water to requilecations throughout the
establishment;

(2) Properly convey sewage and liquid disposablsteveiom the establishment;

(3) Prevent adulteration of product, water suppkegiipment, and utensils and
prevent the creation of insanitary conditions tigtoaut the establishment;

14



Establishment Grounds
and Facilities CFR 416.2

» Plumbing
o Adequate floor drainage

> Prevent back-flow conditions or backup of
sewer gases
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(4) Provide adequate floor drainage in all areasreffloors are subject to
flooding-type cleaning or where normal operatioglease or discharge water or
other liquid waste on the floor;

(5) Prevent back-flow conditions in and cross-catioa between piping systems
that discharge waste water or sewage and pipirtgregsthat carry water for
product manufacturing; and

(6) Prevent the backup of sewer gases.

15



Establishment Grounds
and Facilities CFR 416.2

» Sewage disposal

o Disposed into a system separate from all
other drainage lines or disposed of through
means sufficient to prevent backup of
sewage into product areas where product
Is processed, handled or stored.
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(f) Sewage disposal.

Sewage must be disposed into a sewage system tefvam all other drainage
lines or disposed of through other means suffidiemrevent backup of sewage
into areas where product is processed, handlestpoed.

When the sewage disposal system is a private sysgairing approval by a
State or local health authority, the establishnrmeast furnish FSIS with the letter
of approval from that authority upon request.

16



Establishment Grounds @

and Facilities CFR 416.2

»  Water supply
Must comply with the National Primary

Drinking Water regulations (40 CFR part
141)

Municipal — a water report by the State or
local health agency certifying or testing the
potability

Private well - certification renewed semi-
annually
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Page 2 and 3

(g) Water supply and water, ice, and solution reuse.

(2)A supply of running water that complies with tRational Primary Drinking
Water regulations (40 CFR part 141), at a suitsdaieperature and under
pressure as needed, must be provided in all arkaewequired (for processing
product, for cleaning rooms and equipment, utenaild packaging materials, for
employee sanitary facilities, etc.).

(2)If an establishment uses a municipal water syppmust make available to
FSIS, upon request, a water report, issued uneeauthority of the State or local
health agency, certifying or attesting to the piitstof the water supply. If an
establishment uses a private well for its watepgypt must make available to
FSIS, upon request, documentation certifying thatpbty of the water supply
that has been renewed at least semi-annually.

(2) Water, ice, and solutions (such as brine, dqgmoke, or propylene glycol)
used to chill or cook ready-to-eat product maydaesed for the same purpose,
provided that they are maintained free of pathagerganisms and fecal
coliform organisms and that other physical, cheinerad microbiological
contamination have been reduced to prevent adtitieraf product.

(3) Water, ice, and solutions used to chill or wesh product may be reused for
the same purpose provided that measures are takeduce physical, chemical,
and microbiological contamination so as to prewemtamination or adulteration
of product. Reuse that which has come into contabtraw product may not be
used on ready-to-eat product. 17



Establishment Grounds
and Facilities CFR 416.2

» Dressing rooms, lavatories, toilets
o Rooms must be sufficient size, in sanitary
condition and in good repair. Separate
from processing

o Lavatories - provided with hot/cold water,
soap and towels

o Refuse containers constructed and
maintained in a sanitary condition
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416.2

(h) Dressing roons, lavatories, and toilets.

(1) Dressing rooms, toilet rooms, and urinals ntiessufficient in number; ample
in size, conveniently located, and maintained saitary condition and in good
repair at all times to ensure cleanliness of albpes handling any product. They
must be separate from the rooms and compartmemtsian products are
processed, stored, or handled.

(2) Lavatories with running hot and cold water,scand towels, must be placed
in or near toilet and urinal rooms and at such rofiteces in the establishment as
necessary to ensure cleanliness of all persondihgrathy product.

(3) Refuse receptacles must be constructed andairead in a manner that
protects against the creation of insanitary coadgiand the adulteration of
product.

18



Equipment and Utensils (@
CFR 416.3

» Equipment and utensils must allow for
thorough cleaning and not lead to product
adulteration

» FSIS inspection program employees are
not to be prevented from performing duties

» Inedible receptacles - not to create
insanitary conditions or used to store
edible product in, and be properly marked

m ey Eecerteks Specialsts, Ine *

Bottom of page 3 and top of page 4
416.3

(a) Equipment and utensils used for processinglmraise handling edible
product or ingredients must be of such material@ntstruction to facilitate
thorough cleaning and to ensure that their usensilicause the adulteration of
product during processing, handling, or storagelifiigent and utensils must be
maintained in sanitary condition so as not to adate product.

(b) Equipment and utensils must not be construdteated, or operated in a
manner that prevents FSIS inspection program emepfrom inspecting the
equipment or utensils to determine whether theyrasanitary condition.

(c) Receptacles used for storing inedible mateniast be of such material and
construction that their use will not result in #rulteration of any edible product
or in the creation of insanitary conditions. Suebaptacles must not be used for
storing any edible product and must bear conspi@ama distinctive marking to
identify permitted uses.

19



Sanitary Operations
CFR 416.4

» All food-contact surfaces must be
cleaned and sanitized as frequently as
necessary

» Non-food contact surfaces must be
cleaned as frequently as necessary

» Cleaning compounds, sanitizing agents
and chemicals must be safe for use
intended
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416.4

§ 416.4 Sanitary operations.

(a) All food-contact surfaces, including food-casttaurfaces of utensils and
equipment, must be cleaned and sanitized as frédguennecessary to prevent
the creation of insanitary conditions and the adation of product.

(b) Non-food-contact surfaces of facilities, equgnt) and utensils used in the
operation of the establishment must be cleanedsanitized as frequently as
necessary to prevent the creation of insanitaryglitiems and the adulteration of
product.

(c) Cleaning compounds, sanitizing agents, prongsaids, and other chemicals
used by an establishment must be safe and effaatider the conditions of use.
Such chemicals must be used, handled, and stoechenner that will not
adulterate product or create insanitary conditi@umentation substantiating
the safety of a chemical’s use in a food processmgronment must be available
to FSIS inspection program employees for review.

20



Sanitary Operations @
CFR 416.4

» Product must be protected from
adulteration during processing, handling,
storage, loading, and unloading at and
during transportation from official
establishments. (include sanitary
dressing procedures)

& By Eocor1eks Specialsts, Ine 2

Page 4
416.4

(d) Product must be protected from adulterationnduprocessing, handling,
storage, loading, and unloading at and during partation from official
establishments.

21



Employee Hygiene @
CFR 416.5

» Cleanliness
» Clothing

» Disease control
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416.5

8 416.5 Employee hygiene.

(a) Cleanliness.

All persons working in contact with product, foodnatact surfaces, and product-
packaging materials must adhere to hygienic prestichile on duty to prevent
adulteration of product and the creation of insagitonditions.

(b) Clothing.

Aprons, frocks, and other outer clothing worn byspas who handle product
must be of material that is disposable or readéwmed. Clean garments must be
worn at the start of each working day and garmenitst be changed during the
day as often as necessary to prevent adulteratiproduct and the creation of
insanitary conditions.

(c) Disease control.

Any person who has or appears to have an infectimesse, open lesion,
including boils, sores, or infected wounds, or ather abnormal source of
microbial contamination, must be excluded from apgrations which could
result in product adulteration and the creatiomeénitary

conditions until the condition is corrected.

22



Tagging equipment, rooms, or @
utensils CFR 416.6

» When a government inspector finds
that equipment, room, utensil, or
compartment are insanitary or if used
will cause product to become
adulterated, they will attach a tag to the
equipment, room, utensil, or
compartment as well as any product
that may be involved.

m SRy Eocr1els Specialits, Ine =

Page 5

8 416.6 Tagging insanitary equipment, utensils, roomsr compartments.

Establishment employees should be doing this too!!lIf establishment takes
this action then inspection personnel observe thahey have taken
appropriate corrective action. If not, then governrment inspectors must take
action.

When an FSIS program employee finds that any egempnutensil, room, or
compartment at an official establishment is ingagibr that its use could cause
the adulteration of product, he will attach to ittAS. Rejected” tag.
Equipment, utensils, rooms, or compartments soetggnnot be used until
made acceptable. Only an FSIS program employeeremagve a “U.S.
Rejected” tag.

23



@

SSOP

(Sanitation Standard Operating Procedures)
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SSOP’s is your sanitation program that containsgulares, monitoring, and
recordkeeping necessary to implement the progdam.a pre-requisite for
HACCP.

You will learn during this training that the SSORys a major role protecting
product from being contaminated with Listeria moytoagenes and other
organisms.

24



SSOP Features @

» General rules (416.11)

» Development of Sanitation SOP (416.12)
» Sanitation SOP implementation (416.13)
» Maintenance or effectiveness (416.14)

» Corrective Actions (416.15)

» Recordkeeping (416.16)

& BBy Eocor1els Specialits, Ine *
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SSOP General Rules @
CFR 416.11

» Each establishment shall develop,
Implement, and maintain written
standard operating procedures for

sanitation
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8§ 416.11 General rules.

Each official establishment shall develop, implemand maintain written
standard operating procedures for sanitation (8ot SOP’s) in accordance
with the requirements of this part.

8 416.12 Development of Sanitation SOP’s.

(a) The Sanitation SOP’s shall describe all procesian official establishment
will conduct daily, before and during operationstfisient to prevent direct
contamination or adulteration of product(s).

(b) The Sanitation SOP’s shall be signed and dayetie individual with overall
authority on-site or a higher level official of tesetablishment. This signature
shall signify that the establishment will impleméme Sanitation SOP’s as
specified and will maintain the Sanitation SOP’s.atordance

with the requirements of this part. The Sanita®@P’s shall be signed and dated
upon initially implementing the Sanitation SOP’slarpon any modification to
the Sanitation SOP’s.

(c) Procedures in the Sanitation SOP’s that aletoonducted prior to
operations shall be identified as such, and shiatess, at a minimum, the
cleaning of food contact surfaces of facilitieslipgnent, and utensils.

(d) The Sanitation SOP’s shall specify the freqyenith which each procedure
in the Sanitation SOP’s is to be conducted andtifyethe establishment
employee(s) responsible for the implementationraadtenance of such
procedure(s).

26



SSOP Development
CFR 416.12

» Each establishment shall develop,
implement, and maintain written standard
operating procedures for sanitation

» Shall describe all procedures conducted
daily before and during operation

» Shall be signed and dated initially and
when modified
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8§ 416.11 General rules.

Each official establishment shall develop, impletmand maintain written
standard operating procedures for sanitation (8ot SOP’s) in accordance
with the requirements of this part.

8 416.12 Development of Sanitation SOP’s.

(a)The Sanitation SOP’s shall describe all proceslan official establishment
will conduct daily, before and during operationstfisient to prevent direct
contamination or adulteration of product(s).

(b) The Sanitation SOP’s shall be signed and dayetie individual with overall
authority on-site or a higher level official of teetablishment. This signature
shall signify that the establishment will impleméme Sanitation SOP’s as
specified and will maintain the Sanitation SOP’aatordance with the
requirements of this part. The Sanitation SOP’{ $leesigned and dated upon
initially implementing the Sanitation SOP’s and ommy modification to the
Sanitation SOP’s.

27



SSOP Development @
CFR 416.12

» Pre-Operational procedures conducted
prior to operations shall be identified
as such and shall :

o Address cleaning of food contact surfaces
of facilities, equipment, and utensils

o Specify the frequency with which each
procedure is to be conducted and identify
employees responsible
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(c) Procedures in the Sanitation SOP’s that aletoonducted prior to
operations shall be identified as such, and sldaltess, at a minimum, the
cleaning of food contact surfaces of facilitiesjipgent, and utensils.

(d) The Sanitation SOP’s shall specify the freqyanmith which each procedure
in the Sanitation SOP’s is to be conducted andtifyethe establishment
employee(s) responsible for the implementationraathtenance of such
procedure(s).

28



SSOP Implementation
CFR 416.13

» Each Official Establishment Shall
o Conduct pre-operational procedures before
start of operations
o Conduct all other procedures (operational)
at frequencies specified
o Monitor daily the implementation of
procedures in the SSOPs
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§ 416.13 Implementation of SOP’s.

(a) Each official establishment shall conduct thee@perational procedures in
the Sanitation SOP’s before the start of operations

(b) Each official establishment shall conduct éfley procedures in the
Sanitation SOP’s at the frequencies specified.

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

29



Maintenance and
Effectiveness CFR 416.14

» Establishment shall routinely evaluate
the effectiveness of the SSOPs and
procedures therein

» The establishment shall revise both as
necessary to keep them effective and
current.
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§ 416.14 Maintenance of Sanitation SOP'’s.

Each official establishment shall routinely evatutte effectiveness of the
Sanitation SOP’s and the procedures therein ingmtavg direct contamination
or adulteration of product(s) and shall revise lagmecessary to keep them
effective and current with respect to changes ailifees, equipment, utensils,
operations, or personnel.

30



Corrective Action @
CFR 416.15

» Corrective action must be taken when
either the establishment or government
Inspectors determine that the
establishment’s SSOPs have failed to
prevent direct contamination or
adulteration of product.
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8§ 416.15 Corrective Actions.

(a) Each official establishment shall take appratercorrective action(s) when
either the establishment or FSIS determines tleaésablishment’s Sanitation
SOP’s or the procedures specified therein, ormide@mentation or maintenance
of the Sanitation SOP’s, may have failed to pred#mct contamination or
adulteration of product(s).

31



Corrective Actions
CFR 416.15

» Must include procedures to ensure:

o Appropriate disposition of product
o Restore sanitary conditions

> Prevent recurrence of direct product
contamination and adulteration
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(b) Corrective actions include procedures to enappropriate disposition of
product(s) that may be contaminated,

restore sanitary conditions, and prevent the recwe of direct contamination or
adulteration of product(s),

including appropriate reevaluation and modificatddrthe Sanitation SOP’s and
the procedures specified therein or appropriatedorgments in the execution of
the Sanitation SOP’s or the procedures specifieceth.

There has been a change in this area. FSIS recgnisued, January 6,
instructions to their field personnel stating thatpreventive actions no longer
must be taken or documented on pre-operational satation unless product
has been contaminated. Even if FSIS inspectors firthe unacceptable
equipment.
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Recordkeeping
CFR 416.16

» The establishment shall maintain daily
records sufficient to document:
> Implementation and monitoring of SSOPs
> Any corrective action taken
- Employees must initial and date records

» Record retention
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8 416.16 Recordkeeping requirements.

(a)Each official establishment shall maintain dadgords sufficient to document
the implementation and monitoring of the SanitafdP’s and any corrective
actions taken. The establishment employee(s) sedaif the Sanitation SOP’s
as being responsible for the implementation anditong of the procedure(s)
specified in the Sanitation SOP’s shall authengithése records with his or her
initials and the date.

(b) Records required by this part may be maintaosredomputers provided the
establishment implements appropriate controls suenthe integrity of the
electronic data.

(c) Records required by this part shall be maim@ifor at least 6 months and
made accessible available

to FSIS. All such records shall be maintained atdfiicial establishment for 48
hours following completion, after which they mayrbaintained off-site,
provided such records

can be made available to FSIS within 24 hours géiest.
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Government Inspection
Role CFR 416.17

» Government inspection personnel shall
verify the adequacy and effectiveness
of the SSOP’s, verification may include:

> Reviewing the SSOP’s

> Reviewing the daily records
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416.17

Government inspection personnel shall verify thegadcy and effectiveness of
the SSOP’s and the procedures specified theredetgrmining that they meet
the requirements of this part. Such verificaticaynmclude:

Reviewing the SSOP’s

Reviewing the daily records documenting the impletagon of the SSOP’s and
the procedures specified therein and any correeiitiens taken or required to
be taken

34



Government Inspection
Role CFR 416.17

» Government inspection personnel shall
verify the adequacy and effectiveness
of the SSOP’s, verification may include:

> Direct observation of the implementation

> Direct observation or testing to assess the
sanitary conditions in the establishment
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Government inspection personnel shall verify thegadcy and effectiveness of
the SSOP’s and the procedures specified theredetgrmining that they meet
the requirements of this part. Such verificaticaynmclude:

Direct observation of the implementation of the $3(and the procedures
specified therein and any corrective actions takerequired to be taken

Direct observation or testing to assess the sgnitamditions in the establishment
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Government Inspection @
Role CFR 416.17

» Verify the initial adequacy of SSOP, or
when modifications are made by asking
these guestions:

> Does the establishment have a written SSOP that
describes the procedures the establishment
conducts daily to prevent direct contamination
of product?

> Does the SSOP identify which of the procedures
are pre-operational procedures?
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416.17

To verify the initial adequacy of the establishnse®EOP, or when modifications
are made, there are several questions that shewddked. These questions
include:

Does the establishment have a written SSOP thaties the procedures the
establishment conducts daily to prevent directaomtation of product?

Does the SSOP identify which of the proceduregpeseoperational procedures?
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Government Inspection @
Role CFR 416.17

> Does the SSOP identify which of the
procedures are operational procedures?

> Does the SSOP address (at a minimum) the
cleaning of food contact surfaces of
facilities, equipment and utensils?

Regulatory Essentials Specialists, Inc. 37

Page 6 and 7

Does the SSOP identify which of the procedurepsrational procedures?

Does the SSOP address (at a minimum) the cleanmifogpd contact surfaces of
facilities, equipment and utensils?
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Government Inspection @
Role CFR 416.17

> Does the SSOP specify the frequency with which
the establishment will conduct each procedure?

> Does the SSOP identify the establishment
employees responsible for implementing and
maintaining specified procedures?
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Does the SSOP specify the frequency with whichestablishment will conduct
each procedure?

Does the SSOP identify the establishment emplosesgronsible for
implementing and maintaining specified procedures?
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Government Inspection @
Role CFR 416.17

> Does the establishment identify records
that are used daily to document the
implementation and monitoring of the
SSOP and corrective actions when taken?

o Has an individual with overall authority on-
site or higher level official signed and dated
the SSOP?
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Does the establishment identify records that aeel aisily to document the
implementation and monitoring of the SSOP and otitre actions when taken?

Has an individual with overall authority on-sitelogher level official signed and
dated the SSOP?

39



Government Inspection
Role CFR 416.17

» Documentation problems
» Request corrective action

» Determine if program is adequate
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If there any problems identified during the reviefthe SSOP, then government
inspectors must document those problems and regusestective action from
establishment management. Once the SSOP hasdeehtb be adequate, then
government inspectors must monitor the daily immatation of the program.

40



Government Inspection @

Role CFR 416.17

» Monitor the daily implementation

» On-going verification
> Direct observation
o Records review
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The on-going verification can be accomplished déf¢ ways. This training
recommends that the approach to on-going veriboas divided into two
categories; direct observation and records review.
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Government Inspection @
Role CFR 416.17

» Direct observation:

o Hands-on review of facilities, equipment, and
utensils or

> By observing the establishment employees
conducting their monitoring of sanitation,
taking corrective action, and recordkeeping.
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Direct observation is accomplished by conductirtigezia hands-on review of
facilities, equipment, and utensils or by obsentimg establishment employees
conducting their monitoring of sanitation, takingriective action, and
recordkeeping. It is highly recommended that stune of both direct
observation methodologies is used to verify thatdstablishment is following
their program.

Inspectors should be taking with them a flashlid a sufficient number of the
tags when conducting either of these procedures.

If inspectors are conducting a hands-on revievheffacilities, equipment, and
utensils, they should be allowing the establishni@icbnduct their own
monitoring prior to starting the hands-on reviewspectors should be comparing
what they identify during their hands-on to whag #stablishment identified
during their monitoring.

If inspectors identify problems that affect prodacproduct contact surfaces that
were not identified by establishment personnely thest take an enforcement
action on product and/or equipment. Documentateeds to include the fact
that the establishment failed to identify the pesb$ during their monitoring.
Request corrective action which should include tlmevestablishment is going to
correct the monitoring.
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Government Inspection
Role CFR 416.17

» Records review
o Daily
+ Establishment is conducting procedures identified

in the SSOP, documenting results, and are taking
appropriate corrective actions

» Document failures

» Document to demonstrate government
verification is completed daily

Regulatory Essentials Specialists, Inc. 43

Page 7

The records review portion of verification must ocdaily. To conduct this
review the inspector must review records that destrate the establishment is
conducting procedures identified in the SSOP, danting results, and are
taking appropriate corrective actions sufficienatiress all parts of 416.15. If
the establishment is failing to complete theseddls&n the inspector must
document this failure and request corrective astioom the establishment.

It is recommended that during a standard work week,inspectors conduct
hands-on direct observation at least 2 times aaidrétords are reviewed daily.
If problems are identified by inspectors every tithey conduct the hands-on
direct observations, that they increase the freques needed to ensure that
products are being produced that are safe fromacaintation.

Inspectors must document in some way that theg@mducting these reviews
even if there are not any problems identifiedingipectors continue to identify
problems they may request assistance from supesvisagequest an
investigation.
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Government Oversight

» Organizational structure and staffing to
ensure uniform implementation

» Control and supervision over official
activities of employees and
establishments

» Assignment of competent inspection
personnel
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One of the areas that FSIS looks at during an aididvernment oversight.

Does the government structure allow for oversighhgpection throughout the
country.

How are new requirements distributed to the fiapection personnel

Is staffing adequate for each and every shift pcodyuproduct for the U. S.

How often are reviews conducted by supervisors

How are inspection personnel trained
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Government Oversight @

» Authority and responsibility to enforce
U. S. requirements

» Adequate administrative and technical
support to operate the inspection system

& B oo Specialsts, Ine °

Government must enforce US requirements

Adequate administrative and technical support.eddbe government have a
regular training program. Does the government fzam@y ensure that
requirements are implemented the same throughewtdatntry.

45



Questions
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Thank you
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