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HACCP “Prerequi sites”
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FSI S

9 CFR " 416; Food Safety and
I nspection Service (FSIS).
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NOTE: No attenpt was nmde
to match this colum to
anot her.
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FDA

21 CFR * 123; Food and Drug
Adm ni stration (FDA).
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NOTE: No attenpt was made
to match this colum to
anot her.
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NACMCF

Adopt ed August 14, 1997, by
the National Advisory
Committee on M crobiol ogi ca
Criteria for Foods ( NACMCF)
as a revision of their 1992
adopt ed HACCP System

docunment. Fromthe Journa
of Food Protection, Volune
61, Number 9, 1998, pages

1246- 1259, and as noted in
the article, this article
may reproduced wi thout

perm ssion. Tables,
figures, appendixes,
references, and sone

i ntroductory text portions
are not included in this
conpari son document.
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to match this colum to
anot her.
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CODEX

Adopted June 1997; Codex
Ali mentarius Commi ssion and
the FAO WHO Food St andards
Progranme, annex to CAC/ RCP
1-1969, Rev. 3.
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NOTE: No attenpt was made
to match this colum to
anot her.
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[FSIS stated its views
regardi ng the associati on of
sanitati on procedures and
HACCP n the preanble to the
Pat hogen Reducti on/ HACCP
final regulation (i.e.

“[i]n a sense, the
Sanitation SOP's are a
prerequisite for HACCP").
FSI'S further stated that
“[a] sanitation procedure
that is incorporated into a
val i dat ed HACCP pl an need
not be duplicated in the
Sanitation SOP's” (61 FR
38834, July 25, 1996). The
following information is the

[ The FDA seaf ood HACCP
regul ati ons cross-reference
the FDA Current Good

Manuf acturing Practice
(cGWP) regul ations contai ned
in 21 CFR " 110, as well as
speci fy sanitation

requi renents. Bel ow, the
cGWP requirenment found in

t he seaf ood HACCP

regul ations is restated,
along with the sanitation
requi renents].
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" 123.5 Current Good

(Real i gned from page 1248,
Gui del i nes for Application
of HACCP Princi pl es,
Introduction): HACCP is a
managenment systemin which
food safety is addressed

t hrough the anal ysis and
control of biological
chemical, and physica
hazards fromraw materia
production, procurement and
handl i ng, to manufacturing,
di stribution and consunption
of the finished product.

For successf ul

i mpl enent ati on of a HACCP
pl an, managenent nust be

Gui delines for the
application of the HACCP
system

Prior to application of
HACCP to any sector of the
food chain, that sector
shoul d be operating
according to the Codex
General Principles of Food
Hygi ene, the appropriate
Codex Codes of Practice,
appropriate food safety
| egi sl ati on. Managenent
comitment is necessary for
i npl enentation of an
effective HACCP system

Duri ng hazard

and
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FSI'S Sanitation SOP' s.]
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§ 416 Sanitation standard
operating procedures.

8§ 416.11 General rules.
Each official establishnent
shal | devel op, inplenent,
and nmaintain witten
standard operating
procedures for sanitation
(Sanitation SOP's) in
accordance with the

requi rements of this part.

§ 416. 12 Devel opnent of
Sanitation SOP's.

(a) The Sanitation SOP' s
shal | describe al

procedures an officia
establishment will conduct
daily, before and during
operations, sufficient to
prevent direct contam nation
or adulteration of

product (s).

(b) The Sanitation SOP' s
shall be signed and dated by
the individual with overal
authority on-site or a

hi gher | evel official of the
establishment. This
signature shall signify that

the establishment will

i mpl enent the Sanitation
SOP's as specified and will
mai ntain the Sanitation
SOP's in accordance with the
requi rements of this part.
The Sanitati on SOP's shal

Manuf acturi ng Practi ce.

(a) Part 110 of this chapter
applies in determ ning

whet her the facilities,

met hods, practices, and
controls used to process
fish and fishery products
are safe, and whet her these
products have been processed
under sanitary conditions.

(b) The purpose of this part
is to set forth requirenments
specific to the processing
of fish and fishery

pr oduct s.

" 123.6(f) Sanitation.

Sanitation controls nmay be

i ncluded in the HACCP pl an.
However, to the extent that
they are nmonitored in
accordance with

Sec. 123.11(b) they need not
be included in the HACCP

pl an, and vice versa.

(g) Legal basis. Failure of
a processor to have and

i npl enent a HACCP pl an t hat
conplies with this section
whenever a HACCP plan is
necessary, otherw se operate
in accordance with the

requi renments of this part,
shall render the fish or
fishery products of that
processor adul terated under
section 402(a)(4) of the
act. \Whether a processor's
actions are consistent with
ensuring the safety of food
will be determ ned through

strongly commtted to the
HACCP concept. A firm
commtnment to HACCP by top
managenment provi des conpany
enpl oyees with a sense of
the i mportance of producing
safe food. HACCP is
designed for use in al
segnents of the food

i ndustry from grow ng,
harvesting, processing,
manuf acturi ng, distributing,
and nerchandi sing to
preparing food for
consunption. Prerequisite
progranms such as current
Good Manufacturing Practices
(cGWPs) are an essentia
foundation for the

devel opnent and

i mpl ementati on of successfu
HACCP pl ans. Food safety
systenms based on the HACCP
principl es have been
successfully applied in food
processing plants, retai
food stores, and food
service operations. The
seven principles of HACCP
have been universally
accepted by governnent
agenci es, trade associ ations
and the food industry around
the world. The follow ng
guidelines will facilitate
the devel opnent and

i mpl enentation of effective
HACCP pl ans. \While the
specific application of
HACCP t o manufacturing
facilities is enphasized
here, these guidelines
shoul d be applied as
appropriate to each segnent
of the food industry under

i dentification, evaluation,
and subsequent operations in
desi gni ng and appl yi ng HACCP
systens, consideration nust
be given to the inpact of
raw materials, ingredients,
food manufacturing
practices, role of
manuf act uri ng processes to
control hazards, likely end-
use of the product,
categori es of consuners of
concern, and epi dem ol ogi cal
evi dence relative to food
safety. The intent of the
HACCP systemis to focus
control at CCPs. Redesign of
t he operation should be
considered if a hazard which
nmust be controlled is
identified but no CCPs are
found. HACCP shoul d be
applied to each specific
operation separately. CCPs
Identified in any given
exanpl e in any Codex Code of
Hygi enic Practice ni ght

not be the only ones
identified for a specific
application or might be of a
different nature. The HACCP
application should be

revi ewed and necessary
changes nmade when any

nmodi fication is made in the
product, process, or any
step. It is inportant when
appl yi ng HACCP to be

fl exi bl e where appropri ate,
gi ven the context of the
application taking into
account the nature and the
size of the operation
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be signed and dated upon
initially inplenenting the
Sanitation SOP's and upon
any nodification to the
Sani tation SOP' s.

(c) Procedures in the
Sanitation SOP's that are to
be conducted prior to
operations shall be

i dentified as such, and
shal | address, at a mni nmum
the cl eaning of food contact
surfaces of facilities,

equi pnent, and utensils.

(d) The Sanitation SOP' s
shall specify the frequency
wi th which each procedure in
the Sanitation SOP's is to
be conducted and identify

t he establ i shnment

enpl oyee(s) responsible for
t he inpl enentati on and

mai nt enance of such
procedure(s).

§ 416. 13 | npl enentati on of
SOP' s.

(a) Each officia
establ i shnent shall conduct
the pre-operationa
procedures in the Sanitation
SOP's before the start of
oper ations.

(b) Each officia

est abl i shment shall conduct
all other procedures in the
Sanitation SOP's at the
frequenci es specified.

(c) Each officia
est abl i shment shall nonitor

an eval uation of the
processors overal

i mpl enentation of its HACCP
plan, if one is required.

" 123.11 Sanitation contro
procedur es.

(a) Sanitation SOP. Each
processor shoul d have and

i npl enent a witten
sanitation standard
operating procedure (herein
referred to as SSOP) or

sim lar docunent that is
specific to each |l ocation
where fish and fishery
products are produced. The
SSOP shoul d specify how the
processor will neet those
sanitation conditions and
practices that are to be
noni tored in accordance wth
paragraph (b) of this
section.

(b) Sanitation nonitoring.
Each processor shall nonitor
the conditions and practices
during processing with
sufficient frequency to
ensure, at a mninmum
conformance with those
conditions and practices
specified in part 110 of
this chapter that are both
appropriate to the plant and
the food being processed and
relate to the follow ng:

(1) Safety of the water that
conmes into contact with food
or food contact surfaces, or
is used in the manufacture
of ice;

consi deration.
Prerequi site Prograns

The production of safe food
products requires that the
HACCP system be built upon a
solid foundation of

prerequi site prograns.
Exanpl es of common

prerequi site prograns are
listed in Appendix A Each
segnent of the food industry
must provide the conditions
necessary to protect food
while it is under their
control. This has
traditionally been
acconpl i shed through the
application of cGWs. These
conditions and practices are
now consi dered to be
prerequisite to the

devel opnent and

i npl ement ati on of effective
HACCP pl ans. Prerequisite
prograns provi de the basic
envi ronnental and operating
conditions that are
necessary for the production
of safe, whol esome food.
Many of the conditions and
practices are specified in
federal, state and | oca
regul ati ons and gui del i nes
(e.g., cGws and Food Code).
The Codex Alinmentarius
General Principles of Food
Hygi ene descri be the basic
conditions and practices
expected for foods intended
for international trade. In
addition to the requirenents
specified in regul ations,

i ndustry often adopts
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daily the inplenmentation of
the procedures in the
Sani tation SOP's.

8 416. 14 Mai nt enance of
Sanitation SOP' s.

Each official establishnent
shall routinely evaluate the
Ef fecti veness of the
Sanitation SOP's and the
procedures therein in
preventing direct

contam nation or

adul teration of product(s)
and shall revise both as
necessary to keep them
effective and current with
respect to changes in
facilities, equipnment,
utensils, operations, or
per sonnel

§ 416.15 Corrective Actions.

(a) Each officia
establ i shnment shal |l take
appropriate corrective
action(s) when either the
establishment or FSIS
determ nes that the
establishnent's Sanitation
SOP' s or the procedures
specified therein, or the
i npl ement ati on or

mai nt enance of the
Sanitation SOP's, may have
failed to prevent direct
contam nation or

adul teration of product(s).

(b) Corrective actions

i ncl ude procedures to ensure
appropriate disposition of
product (s) that may be

(2) Condition and

cl eanliness of food contact
surfaces, including
utensils, gloves, and outer
gar ment s;

(3) Prevention of cross-
contam nation from

i nsanitary objects to food,
food packaging material, and
ot her food contact surfaces,
i ncluding utensils, gloves,
and outer garnments, and from
raw product to cooked
product ;

(4) Mai ntenance of hand
washi ng, hand saniti zing,
and toilet facilities;

(5) Protection of food, food
packagi ng material, and food
contact surfaces from

adul teration with

| ubricants, fuel

pesti ci des, cl eaning
compounds, sanitizing gents,
condensate, and ot her

cheni cal, physical

and bi ol ogi cal contam nants;

(6) Proper | abeling,
storage, and use of toxic
conpounds;

(7) Control of enployee

heal th conditions that coul d
result in the

nm crobi ol ogi cal
cont am nati on of food, food
packagi ng materials, and

f ood contact surfaces; and

(8) Exclusion of pests from

policies and procedures that
are specific to their
operations. Many of these
are proprietary. Wile
prerequi site prograns may

i mpact upon the safety of a
food, they also are
concerned with ensuring that
foods are whol esonme and
suitable for consunption
(Appendi x A). HACCP pl ans
are narrower in scope, being
limted to ensuring food is
safe to consune. The

exi stence and effectiveness
of prerequisite prograns
shoul d be assessed during

t he design and

i mpl enent ati on of each HACCP
plan. All prerequisite
prograns shoul d be
docunent ed and regul arly
audited. Prerequisite
programs are established and
managed separately fromthe
HACCP pl an. Certain
aspects, however, of a
prerequi site program nmay be
i ncorporated into a HACCP

pl an. For exanple, many
establ i shments have
preventive maintenance
procedures for processing
equi pnrent to avoid
unexpect ed equi pnent failure
and | oss of production.
During the devel opment of a
HACCP pl an, the HACCP team
may deci de that the routine
mai nt enance and cal i bration
of an oven shoul d be
included in the plan as an
activity of verification
This woul d further ensure
that all the food in the
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contam nated, restore
sanitary conditions, and
prevent the recurrence of

di rect contam nation or

adul teration of product(s),
i ncl udi ng appropriate
reeval uati on and
nodi fi cation of the
Sanitation SOP's and the
procedures specified therein
or appropriate inprovenents
in the execution of the
Sanitation SOP's or the
procedures specified

t herei n.

8§ 416. 16 Recor dkeeping
requi renents.

(a) Each officia
establishment shall nmaintain
daily records sufficient to
docunent the inplenentation
and nonitoring of the
Sanitation SOP's and any
corrective actions taken.
The establ i shment

enpl oyee(s) specified in the
Sanitation SOP's as being
responsi bl e for the

i mpl emrent ati on and

noni toring of the
procedure(s) specified in
the Sanitation SOP's shal

aut henticate these records
with his or her initials and
the date.

(b) Records required by this
part may be nmi ntai ned on
conmput ers provided the
establ i shnent inplenments
appropriate controls to
ensure the integrity of the
el ectroni c data.

the food plant. The
processor shall correct in a
tinmely manner, those
conditions and practices
that are not nmet.

(c) Sanitation control
records. Each processor
shall maintain sanitation
control records that, at a
m ni mum docunent the

nmoni toring and corrections
prescri bed by paragraph (b)
of this section. These
records are subject to the
requi renents of Sec. 123.09.

(d) Relationship to HACCP
plan. Sanitation controls
may be included in the HACCP
pl an, required by Sec.
123.6(b). However, to the
extent that they are

noni tored in accordance wth
par agraph (b) of this
section they need not be

i ncluded in the HACCP pl an,
and vice versa.

" 123.12 Speci al
requi renents for inported
products.

This section sets forth
specific requirements for
inported fish and fishery
products.

(a) Inporter verification
Every inmporter of fish or
fishery products shal

ei ther:

(1) OQotain the fish or
fishery product froma

oven i s cooked to the

m ni mum i nternal tenperature
that is necessary for food
safety.

Real i gned from page 1254,
Appendi x A:  Exanpl es of
Conmon Prerequi site Prograns

The production of safe food
products requires that the
HACCP system be built on a
solid foundation of

prerequi site programs. Each
segnment of the food industry
must provide the conditions
necessary to protect food
while it is under their
control. This has
traditionally been
acconpl i shed through the
application of cGWws. These
conditions and practices are
now consi dered to be
prerequisite to the

devel opnment and

i npl emrentation of effective
HACCP pl ans. Prerequisite
prograns provide the basic
envi ronnental and operating
conditions that are
necessary for the production
of safe, whol esonme food.
Comon prerequi site prograns
may i nclude but are not
l[imted to:

Facilities.

The establishment shoul d be
| ocat ed, constructed, and
mai nt ai ned according to
sanitary design principles.
There shoul d be |inear
product flow and traffic
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(c) Records required by this
part shall be nmintained for
at | east 6 nonths and nade
accessi bl e available to
FSIS. Al such records
shall be maintained at the
of ficial establishnment for
48 hours follow ng

conpl etion, after which they
may be maintained off-site
provi ded such records can be
made avail able to FSIS

wi thin 24 hours of request.

§ 416.17 Agency
verification.

FSIS shall verify the
adequacy and effectiveness
of the Sanitation SOP's and
the procedures specified
therein by determ ning that
they nmeet the requirenents
of this part. Such
verification may include:

(a) Reviewing the Sanitation
SOP' s;

(b) Reviewing the daily
records docunenting the

i mpl enentati on of the
Sanitation SOP's and the
procedures specified therein
and any corrective actions
taken or required to be

t aken;

(c) Direct observation of
the inpl enentati on of the
Sanitation SOP's and the
procedures specified therein
and any corrective actions
taken or required to be

country that has an active
menor andum of under st andi ng
(MOU) or similar agreement
with the Food and Drug

Admi ni stration, that covers
the fish or fishery product
and docunents the
equi val ency or conmpliance of
the inspection system of

the foreign country with the
U S. system accurately
reflects the current
situation between the
signing parties, and is
functioning and enforceabl e
inits entirety; or

(2) Have and i npl enment
witten verification
procedures for ensuring

that the fish and fishery
products that they offer for
import into the United
States were processed in
accordance with the

requi renents of this part.
The procedures shall |ist at
a mni mum

(i) Product specifications
that are designed to ensure
that the product is not

adul terated under section
402 of the Federal Food,
Drug, and Cosnetic Act
because it nmay be injurious
to health or have been
processed under insanitary
condi tions, and,

(ii) Affirmative steps that
may i nclude any of the
foll owi ng:

(A) Qbtaining fromthe

control to mnimze cross-
contam nation fromraw to
cooked materials.

Supplier Control.

Each facility should assure
that its suppliers have in
pl ace effective GW and food
safety prograns. These may
be the subject of continuing
suppl i er guarantee and
suppl i er HACCP system
verification.

Speci fications.

There should be witten
speci fications for al

i ngredi ents, products, and
packagi ng material s.

Producti on Equi pment.

Al'l equi pment shoul d be
constructed and installed
according to sanitary design
principles. Preventive

mai nt enance and cal i brati on
schedul es shoul d be

est abl i shed and docunent ed.

Cl eani ng and Sanitation.

All procedures for cleaning
and sanitation of the

equi pnent and the facility
should be witten and

foll owed. A master

sani tation schedul e should
be in place.

Per sonal Hygi ene.

Al'l enpl oyees and ot her
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t aken; and

(d) Direct observation or
testing to assess the
sanitary conditions in the
est abl i shnent.

forei gn processor the HACCP
and sanitation nonitoring
records required by this
part that relate to the
specific ot of fish or
fishery products being

of fered for inport;

(B) Obtaining either a
continuing or |ot-by-Iot
certificate from an
appropriate foreign
government inspection
authority or conpetent third
party certifying that the
imported fish or fishery
product is or was processed
in accordance with the
requi renents of this part;

(C Regularly inspecting the
foreign processor's
facilities to ensure that
the inported fish or fishery
product is being processed
in accordance with the

requi renents of this part;

(D) Maintaining on file a
copy, in English, of the
foreign processor's HACCP
plan, and a witten
guarantee fromthe foreign
processor that the inported
fish or fishery product is
processed in accordance with
the requirenents of the
part;

(E) Periodically testing the
i mported fish or fishery
product, and maintaining on
file a copy, in English, of
a witten guarantee fromthe
foreign processor that the

persons who enter the

manuf acturi ng plant should
foll ow the requirenents for
personal hygi ene.

Tr ai ni ng.

Al'l enpl oyees should receive
docunented training in
personal hygi ene, GW

cl eaning and sanitation
procedures, personal safety,
and their role in the HACCP
program

Chem cal Contr ol

Docunent ed procedures nust
be in place to ensure the
segregation and proper use
of nonfood chemicals in the
pl ant. These incl ude

cl eani ng chem cal s,

fum gants, and pesticides or
baits used in or around the
pl ant .

Recei vi ng, Storage, and
Shi ppi ng.

Al'l raw materials and
products should be stored
under sanitary conditions
and the proper environnental
condi tions such as
tenperature and humdity to
assure their safety and

whol esoneness.

Traceability and Recal |

Al raw materials and
products shoul d be | ot-coded
and a recall system should
be in place so that rapid
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imported fish or fishery and conplete traces and
product is processed in recalls can be done when a
accordance with the product retrieval is
requi renents of this part necessary.
or,
Pest Control .

(F) O her such verification
measures as appropriate that Ef fecti ve pest contro

provi de an equi val ent | evel shoul d be in place.

of assurance of conpliance

with the requirenments of O her exanpl es of

this part. prerequi site prograns m ght
i nclude quality assurance

(b) Conmpetent third party. procedures; standard

An inporter may hire a operating procedures for

conpetent third party to sani tation, processes,

assist with or perform any product fornmnul ati ons, and

or all of the verification reci pes; glass control

activities specified in procedures for receiving,

paragraph (a)(2) of this storage, and shi ppi ng;

section, including witing | abel i ng; and enpl oyee food

the inmporter's verification and i ngredi ent handling

procedures on the inporter's | practices.

behal f.

(c) Records. The inporter
shall maintain records, in
Engli sh, that docunent the
performance and results of
the affirmative steps

speci fied in paragraph
(a)(2)(ii) of this section.
These records shall be
subject to the applicable
provi sions of Sec. 123.9.

(d) Determination of
conmpliance. There nust be
evi dence that all fish and
fishery products offered for
entry into the United States
have been processed under
conditions that conmply with
this part. [If assurances do
not exist that the inported
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fish or fishery product has
been processed under
conditions that are

equi val ent to those required
of donestic processors under
this part, the product wll
appear to be adulterated and
will be denied entry.

® 123. 15 General

Thi s subpart augnents
subpart A of this part by
setting forth specific
requirenents for processing
snmoked and snoke-fl avored
fishery Products.

" 123.16 Process controls.

In order to neet the

requi renents of subpart A of
this part, processors of
snmoked and snoke-fl avored
fishery products, except

t hose subject to the

requi renents of part 113 or
114 of this chapter, shal

I nclude in their HACCP pl ans
how they are controlling the
food safety hazard
associated with the
formati on of toxin by

Cl ostridium botulinum

For at |east as long as the
shelf life of the product
under normal and noderate
abuse conditions.

® 123. 20 General

Thi s subpart augnents
subpart A of this part by
setting forth specific
requi renments for processing
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fresh or frozen nolluscan
shel |l fish, where such
processi ng does not include
a treatnment that ensures the
destruction of vegetative
cells of mcroorgani snms of
public health concern

" 123.28 Source controls.

(a) In order to neet the
requi renents of subpart A of
this part as they apply to
nmi cr obi ol ogi cal

contam nati on, chem ca
contam nati on, natural
toxins, and related food

saf ety hazards, processors
shall include in their HACCP
pl ans how they are
controlling the origin of
the nol luscan shellfish they
process to ensure that the
condi tions of paragraphs
(b), (c), and (d) of this
section are net.

(b) Processors shall only
process nol |l uscan shellfish
harvested from grow ng

wat ers approved for
harvesting by a shellfish
control authority. In the
case of nolluscan shellfish
harvested from U. S. Federa
wat ers, the requirenents of
this paragraph will be net
so long as the shellfish
have not been harvested from
wat ers that have been cl osed
to harvesting by an agency
of the Federal government.

(c) To neet the requirenments
of paragraph (b) of this

10
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section, processors who
recei ve shell stock shal
accept only shellstock from
a harvester that is in
conpliance with such

i censure requirenents as
may apply to the harvesting
of nolluscan shellfish or
froma processor that

is certified by a shellfish
control authority, and that
has a tag affixed to each
cont ai ner of shel |l stock.
The tag shall bear, at a

m ni mum the information
required in Sec. 1240.60(b)
of this chapter. 1In place
of the tag, bul k shellstock
shi pmrents may be acconpani ed
by a bill of lading or
simlar shipping docurment
that contains the

i nformation required in Sec.
1240.60(b) of this chapter
Processors shall maintain
records that docunent that
all shellstock have net the
requi renents of this
section. These records
shal | docunent:

(1) The date of harvest;

(2) The location of harvest
by State and site;

(3) The quantity and type of
shel | fish;

(4) The date of receipt by
the processor; and

(5) The nanme of the
harvester, the name or
regi strati on nunber of
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Table4: HACCP " Prerequisites’ Side-By-Side

FSIS

FDA

NACMCF

CODEX

the harvester's vessel, or
an identification nunber

i ssued to the harvester by
the shellfish contro

aut hority.

(d) To neet the requirements
of paragraph (b) of this
section, processors who
recei ve shucked nol | uscan
shell fish shall accept only
cont ai ners of shucked
mol | uscan shel | fi sh that
bear a | abel that conplies
with Sec. 1240.60(c) of this
chapter. Processors shal

mai ntai n records that
docunent that all shucked
mol | uscan shel |l fi sh have net
the requirenents of this
section. These records
shal | docunent:

(1) The date of receipt;

(2) The quantity and type of
shel l fish; and

(3) The nane and
certification number of the
packer or repacker of the
product.
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