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This Field Guide has been prepared to assist state shellfish standardization officials and inspectors in
the use of the National Shellfish Sanitation Program (NSSP) Standardized Shellfish Processing Plant
Inspection Form. The intent is to promote uniformity by providing guidance on the Hazard Analysis
Critical Control Point (HACCP) and sanitation requirements of the NSSP Model Ordinance (MO).
Inspectors should not limit a plant field evaluation by the deficiencies noted in the guide; any remaining
NSSP MO requirements remain within the purview of the program evaluation.

Some requirements of the Model Ordinance are self-explanatory, while others require interpretation.
To promote uniformity the Interstate Shellfish Sanitation Conference (ISSC) and the FDA periodically
issue interpretations and guidance documents. Interpretations are formal proposals that are prepared
and submitted at the ISSC conference where they are either passed or not.

This guide follows the NSSP Shellfish Processing Plant Inspection Form. Each page of the document
provides the Inspection Form Item number, the title of the Inspection Form Item, a general description
of the requirements and examples of conditions to debit. For each example condition, the NSSP Model
Ordinance reference for each type of processing activity (shucking/packing, repacking, shellstock
shipping, and reshipping) is provided along with the specific criticality code (C - Critical, K - Key, S -
Swing or O - Other). The examples of conditions to debit are not the only conditions to debit; they are
illustrative of the conditions to debit for each item. Inspectors should always refer to the NSSP MO for
specific citations and conditions to debit.

It is the intent of the Food and Drug Administration to update this Field Guide as substantial changes
in the MO occur, and as additional guidance is needed, therefore this is a living document.

The Field Guide is available from:

U.S. Food and Drug Administration

Center for Food Safety and Applied Nutrition
Office of Food Safety

Division of Seafood Safety

Shellfish and Aquaculture Policy Branch
National Shellfish Standard
floyd.burditt@fda.hhs.gov

Or
WWW.iSSc.org

NOTE: It is strongly recommended that field personnel, use the “Fish & Fisheries Products Hazards &
Controls Guidance” in the evaluation of HACCP programs, in addition to Chapters XI-XVI of the MO
where specific HACCP and sanitation requirements are published. There may be other food safety
hazards to consider when reviewing dealer operations and conducting a hazard analysis. Chapter X of
the MO requires that such hazards be controlled.
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Guidance documents represent the FDAs current thinking on a topic. They do not create or confer any
rights for or on any person and do not operate to bind the FDA or the public. You can use an alternative
approach if the approach satisfies the requirements of the applicable statutes and regulations.
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NSSP MO Definitions

1. Adequately Iced means that the amount and application of the ice is sufficient to ensure that
immediate cooling begins and continues for all shellfish. If ice slurry is used and the shellfish are
submerged the presence of ice in the slurry indicates adequate icing.

2. Backflow means the flow of water or other liquids, mixtures or substances into the distribution
pipes of a potable water supply from any source or sources other than the intended source.

3. Back Siphonage means the flowing back of used, contaminated or polluted water from a
plumbing fixture, vessel or other source into potable water supply pipes because of negative
pressure in the water supply pipes.

4. Certification or Certify means the issuance of a numbered certificate to a person for a

particular activity or group of activities that indicates:

(a) Permission from the Authority to conduct the activity; and
(b) Compliance with the requirements of this Code.

Commingle or Commingling means the act of combining different lots of shellfish.

Conveyance means any type of container used to transport shellfish. The controls of the

National Shellfish Sanitation Program (NSSP) are intended to address the container in

which the shellfish are being held during transport from landing to final consumer. For the

purposes of meeting the NSSP time temperature requirements for conveyances, the
containers in which the shellfish are being held must meet the required temperatures.

Should shellfish be shipped in a small container within a cargo space the temperature

requirement would apply only to the temperature within the container.

7. Critical Deficiency means a condition or practice which:

(a) Results in the production of a product that is unwholesome; or
(b) Presents a threat to the health or safety of the consumer.

8. Cross Connection means an unprotected actual or potential connection between a
potable water system and any source or system containing unapproved water or a
substance that is not or cannot be approved as safe and potable. Examples are bypass
arrangements, jumper connection, removable sections, swivel or change over devices, or
other devices through which backflow could occur.

9. Easily Cleanable means a surface which is:

(a) Readily accessible; and
(b) Is made of such materials, has a finish, and is so fabricated that residues may be
effectively removed by normal cleaning methods.

10.Food Contact Surface means an equipment surface or utensil which normally comes
into direct or indirect contact with shucked shellfish.

11.In-Shell Product means non-living, processed shellfish with one or both shells present.

12.Key Deficiency means a condition or practice which may result in adulterated,
decomposed, misbranded or unwholesome product.

13.Lot of In-Shell Product means a single type of container of in-shell product of no more
than one day's harvest from a single defined growing area.

14.Lot of Shellstock means a single type of bulk shellstock or containers of shellstock of no
more than one day's harvest from a single defined growing area gathered by one or more
harvesters. A lot may also be used to segregate the harvest times and intended uses of
shellstock for the purposes of complying with time to temperature requirements.

15.Lot of Shucked Shellfish means a collection of containers of no more than one day's
shucked shellfish product produced under conditions as nearly uniform as possible and
designated by a common container code or marking.

oo
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NSSP MO Definitions

16.Other Deficiency means a condition or practice that is not defined as critical or key and
is not in accordance with the requirements of this Model Ordinance.
17.Post-Harvest Processing means any process which has been validated using NSSP
validation procedures which reduces the levels of pathogenic hazards to below the
appropriate FDA action level or in the absence of such a level, below the appropriate
level as determined by the ISSC.
18.Post-Harvest Processor means a designation given to a shellfish dealer that has
incorporated a post-harvest process.
19.Raw means shellfish that have not been thermally processed:
(a) to an internal temperature of 145°Fahrenheit or greater for 15 seconds (or
equivalent); or
(b) altering the organoleptic characteristics.
20.Repacker (RP) means any person, other than the original certified shucker-packer, who
repackages shucked shellfish into other containers.
21.Reshipper (RS) means a person who purchases shellfish from dealers and sells the
product without repacking or relabeling to other dealers, wholesalers, or retailers.
22.Restricted Shellstock means shellstock that is harvested from growing areas classified
as approved or conditionally approved in the open status and under conditions that do not
allow the sale of the shellstock for direct marketing for raw consumption. Restricted
shellstock is identified with a tag indicating that the shellstock has restrictions requiring
further processing or testing prior to distribution.
23.Shellfish means all species of:
(a) Oysters, clams or mussels, whether:
(i) Shucked or in the shell;
(i) Raw, including post-harvest processed,;
(iii) Frozen or unfrozen;
(iv) Whole or in part; and
(b) Scallops in any form, except when the final product form is the adductor muscle
only.
24.Shellstock means live molluscan shellfish in the shell.
25.Shellstock Shipper (SS) means a dealer who grows, harvests, buys, or repacks and
sells shellstock. They are not authorized to shuck shellfish or to repack shucked shellfish.
A shellstock shipper may also buy, repack, and sell in-shell product as well as ship
shucked shellfish.
26.Shucker-Packer (SP) means a person who shucks and packs shellfish. A shucker-
packer may act as a shellstock shipper or reshipper or may repack shellfish originating
from other certified dealers.
27.Swing Deficiency means a deficiency noted on the NSSP Standardized Shellfish
Processing Plant Inspection Form which, depending upon the severity and circumstances
can be either a "Critical" or a "Key" deficiency.
28.Wet Storage means the storage, by a dealer, of shellstock from growing areas in the
approved classification or in the open status of the conditionally approved classification in
containers or floats in natural bodies of water or in tanks containing natural or synthetic
seawater at any permitted land-based activity or facility.
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ITEM # 1 HACCP PLAN

Every dealer shall have and implement a written HACCP Plan. Not having a HACCP Plan is a serious
violation of the regulation.

Question: What do we do during standardization, if the firm does not have a HACCP plan?

Answer: Stop the inspection, a HACCP Plan is required for all processors of seafood under 21 CFR
123. Even though, standardization activities are not, per say, a compliance inspection, the candidate
(most likely a State Standardization Officer or inspector) should determine why the firm does not have
a HACCP Plan on the premises. If the situation warrants additional time, the candidate should take
the necessary information and conduct a follow up at later time. The HACCP Plan is required for the
Standard to determine if the candidate can evaluate a HACCP Plan and its implementation.

Chapter X.01.B. Critical

Question: What do we do during a certification inspection, if the firm does not have a HACCP plan?
Answer: All firm’s operations shall be suspended until the firm develops and implements an
adequate HACCP Plan. A HACCP Plan is required for all processors of seafood under 21 CFR 123.
A dealer that fails to have and implement a HACCP plan that complies with the HACCP regulation
and the requirements of the NSSP MO shall not be certified and listed in the Interstate Certified
Shellfish Shippers List (ICSSL).

Citation: Chapter X.01.B. Critical

Question: If a dealer has a second location down the road where he also processes shellfish, can
this be an extension of the original operation or would he have to have a second certification?

Answer: The dealer needs a second certification; each location is required to have its own
certification, HACCP Plan, and associated records.

Chapter |.@02.A.(4)

Question: If a broker never takes physical possession of the shellstock, sends the product directly to
a refrigerated storage facility, where it is shipped to the consignee, who should be certified?

Answer: The firm that has ownership of the shellfish must be a certified dealer.

Chapter |.@02
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ITEM # 2 PLAN ELEMENTS IDENTIFIED

The HACCP Plan shall list the critical control points (CCP) and the critical limits (CL) for each CCP,
as well as procedures and frequencies for monitoring, corrective action plans, the record-keeping
system to document monitoring of CCPs, and procedures and frequencies for verification activities.

This section only relates to the contents of the HACCP Plan; the monitoring and record keeping
associated with implementation of the plan are debited under item #4.

Question: What are the specific NSSP MO references for the sections for Item #27?

(a) Hazards Identified and Adequate .............ccccvvveeeeeeennnns X.01.C.(1) Other
(b) Records Identified and Adequate ...........ccccevvveeeiieeereennns X.01.C.(6) Other
(c) Critical Limits Identified and Adequate.............ccccceevrnnee X.01.C.(3) Key
(d) Name, AdAressS .........cuuviiiieeeiiiiieeee e X.01.H.(1) Other
Signed and Dated............ccovvviiiiiii e X.01.D. Other
(e) CCP Identified and Adequate .............cceeeeeeeeeeeeeeee e, X.01.C.(2) Key
(f) Monitoring Identified and Adequate .............ccccvvveeeeernnns X.01.C.(4) Key
(g) Verification Identified and Adequate..............ccccoeeeeereenes X.01.C.(7) Other
(h) Corrective Actions if Identified .................c.ooeee X.01.C.(5) Key

Question: What is the minimum acceptable monitoring frequency for shellfish storage coolers?

Answer: The minimum acceptable monitoring frequency for a 45°F (7.2°C) critical limit is 2 times per
day for coolers without continuous monitoring. However, 2 times per day is only acceptable if the
firm’s Corrective Action Plan indicates in their plan they will follow the corrective action procedures
listed in the MO, Chapter X.01.F. (3)(a) — (b) and (4.).
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ITEM # 2 PLAN ELEMENTS IDENTIFIED (Continued)

If the firm's monitoring procedures meet the minimum acceptable monitoring frequency (2 times per
day), but the corrective action plan specifies corrective actions that are incorrect, this would be
marked as item #2(h). Iltem #2(f) monitoring would be debited only if the frequency was less than 2
times per day.

Monitoring Chapter X.01.C.(4) Key
Corrective Action Chapter X.01.C.(5) Key

FDA strongly recommends continuous monitoring with a recording thermometer to meet the critical
limit conditions set by the Model Ordinance. The use of a continuous monitoring recording
thermometer will ensure acceptable temperatures are consistently met throughout the processing and
storage periods.

According to the “Fish & Fisheries Products Hazards & Controls Guidance” (Fourth Edition-April
2011), for cooler temperatures monitored by a continuous monitoring device (recorder thermometers,
time/temperature integrators, high temperature alarms, maximum indicating thermometers, and digital
data loggers), the minimum acceptable monitoring frequency is once per day. The firm may record
the temperature check on the continuous monitoring device chart or on any other appropriate record.

Question: If ltem #2(g) Verification Procedures is debited because there is no statement in the firm's
HACCP Plan that they will calibrate their thermometers, do we also debit lack of records under Item
#4, Plan Implementation?

Answer: No, because it was debited under Item #2(g), Plan Elements Verification Procedures for
lacking the verification procedure of calibrating their thermometers. Under item # 4, Plan
Implementation, it should be determined if the firm is doing what they said they would do in Item #2,
Plan Elements, Identified and Adequate. Because the firm did not define verification procedures, it
would not be expected that the firm would have records.

Verification Chapter X.01.C.(7) Other

Question: Is a firm required to have written thermometer calibration procedures on file as part of their
HACCP Plan?

Answer: Yes, the NSSP MO Chapter X.01.C. (7) requires the firm to have written verification
procedures, e.g. thermometer calibration procedures. The NSSP MO Chapter X.01.G.(3) requires
the calibration of process monitoring instruments, in accordance with Chapter X01.G.(1.)(b.)(ii.) and
(iii.) shall be documented in records that are subject to the record keeping requirements of Chapter
X.01.(H.).
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ITEM # 2 PLAN ELEMENTS IDENTIFIED (Continued)

Verification Chapter X.01.C.(7) Other

Question: If a firm changes its operation, which could affect the Hazard Analysis by requiring an
additional critical control point (CCP), but does not update their HACCP Plan to include the new CCP,
where would that deficiency be debited?

Answer: Debit this deficiency under item #2(g) Verification and note in the narrative that the firm did
not reassess their process to include the additional CCP as required.

Verification Chapter X.01.G.(1)(a) Other

EXAMPLES OF CONDITIONS TO DEBIT:

A. 2a (Other) - Natural toxins and chemical contaminants not listed as hazards in HACCP Plan.
Chapter X.01.C(1)

B. 2a (Other) - Natural toxins, chemical contaminants not listed as potential hazards at shucked
product receiving step.

Chapter X.0l.C(1)

C. 2b (Other) - Receiving records are not listed in the HACCP Plan under the Receiving CCP.
Chapter X.01.(C)(6)

D. 2c¢ (Key) - HACCP Plan has no critical limits for receiving of shucked product.
Chapter X.01.C(3)

E. 2c (Key) - HACCP Plan does not address Vibrio Control critical limits for shellstock received from a
harvester or dealer for cooling shellstock down according to the requirements in the State’s Vibrio
Control Plan (VCP).

Chapter X.01.C.(3)

F. 2c (Key) - HACCP Plan under the Receiving CCP does not contain critical limits for the dealer
receiving shellstock from another dealer to maintain Chapter 1X.04 and .05 HACCP records as
required (Chapters X1.01.A.(2)(b); XI11.01.A.(2)(b); and XIV.01.A.(1)(b)).

Chapter X.01.C.(3)

G. 2c (Key) - Post-Harvest Processing critical limits identified in the HACCP Plan do not meet the
processing limits determined by the facilities PHP validation study.

Chapter X.01.C.(3)

H. 2c (Key) Shucked shellfish storage critical limit allows product to remain outside of temperature
control for more than two (2) hours.
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ITEM # 2 PLAN ELEMENTS IDENTIFIED (Continued)

Chapter X.01.C.(3)
I. 2d (Other) - HACCP Plan not signed and dated.
Chapter X.01.(D.)
J. 2e (Key) - No shellstock Receiving or Processing CCP in HACCP Plan.
Chapter X.01.C.(2)
K. 2g (Key) - No shucked meat storage thermometer calibration indicated in HACCP Plan.
Chapter X.01.C.(7)
L. 2f (Key) - Insufficient shellstock/shucked product storage monitoring listed in HACCP plan, e.g. <1
X per day with the use of a continuously recording thermometer and <2 x per day with no
continuously recording thermometer.

Chapter X.01.C.(4)

M. 2g (Other) - No thermometer calibration indicated for Receiving critical limit that includes
shellstock temperature parameter.

Chapter X.01.C.(7)
N. 2g (Other) - No written thermometer calibration procedure on file.
Chapter X.01.C.(7)
0. 2g (Other) - Thermometer calibration not listed under verification at the Receiving CCP.

Chapter X.01.C.(7)
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ITEM # 3 HACCP TRAINING

A person who has successfully completed HACCP training (the Alliance HACCP course, equivalent
training, or experience), shall perform the following functions:

» Develop the HACCP Plan,
* Reassess and modify the HACCP Plan, and
* Review required records.
The trained individual does not need to be an employee of the firm.

This is marked as a deficiency only if there was no equivalent training or adequate experience.

Training Chapter X.01.I. Other
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ITEM # 4 HACCP PLAN IMPLEMENTATION

This section only refers to the records utilized to document compliance with the items identified in the
HACCP Plan. This is where it is determined if the firm is doing what it says it is going to do in the
HACCP Plan under Item #2. If the firm has critical limits, monitoring frequencies, corrective actions,
and verification activities in excess of the NSSP MO minimum requirements, the inspector must
evaluate the firm based on the contents of the firm's HACCP Plan. For example, if the firm's HACCP
Plan states that they will monitor cooler temperatures three (3) times per day, but they are only
monitoring two (2) times per day, then the firm would be debited for not monitoring at the frequency
stated in the firm’s HACCP Plan.

The generally accepted standard is to review records since the last inspection. Reviewing several
months of records will allow the inspector to see trends.

If a deficiency is found between 4(b) and 4 (d), the firm has only one cooler, and they handle shucked
shellfish, the inspector should mark item 4(d) of the checklist since the CLs for shucked product are
more stringent than shellstock CLs. In the narrative portion of the inspection form please note that
only one cooler exists.

Question: What are the specific references for the sections for Item #4?

() Corrective ACtION ACHIVITIES ..........vviiiiiiiee e X.01.F.(1) Key
Corrective ACtION RECOMAS.........uiiii i X.01.F.(4) Key
(b) Verification Procedure ACLIVItIES .........coooeeiieii e X.01.G.(1) Key
Verification Procedure RECOIAS. ...........uvvvvieeiiiiiiiiiiiieeeeee e X.01.G.(1)(c) Key
(c) Monitoring Procedure ACHIVILIES ......ccovieeeiiieiiiiiiii e, X.01.C.(4) Key
Monitoring Procedure ReCOrds...........ccccceviiiiiiiieeee X.01.C.(6) Key
(d) Records Format/Entries signed or initialed Dated/Firm name ............ X.01.H. Other

Question: What is the significance of the “Records Accurate/Maintained (K)” item in Inspection Form
Item #4, Plan Implementation?

Answer: It is the recognition that records exist for that specified process (e.g. Corrective Action,
Verification, and Monitoring). Records must contain actual values for temperatures, actual values for
calibrations, detailed corrective actions, etc.

Question: If a firm only stores shellstock in their cooler once or twice a year do they need to keep
temperature records all the time?

Answer: No, temperature records are required only when product is stored in the cooler. The firm
should have a mechanism for documenting that no product was on hand so that it does not appear
that they did not conduct monitoring as stated in the firm’s HACCP Plan.

Question: If a firm only has one cooler for both shellstock and shucked shellfish storage would you
check for temperature records for both items and debit both items 4(b) and 4(d) if a problem existed?

Answer: No, if there is only one cooler only one record is needed (recommended 4(d) since critical
limits are more stringent for shucked product).
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ITEM # 4 HACCP PLAN IMPLEMENTATION (Continued)

EXAMPLES OF CONDITIONS TO DEBIT:

A. 4b or 4d (Key) - Temperatures in shellstock cooler are not monitored at frequency specified in the
HACCP Plan. (Inadequate Monitoring)

Chapter X.01.C.(46)

B. 4b or 4d (Key) - Thermometers are not calibrated at the frequency specified in the HACCP plan.
(Inadequate verification)

Chapter X.01.G.

C. 4a (Key) - Not monitoring the shellstock temperature at the Receiving CCP per the firm's HACCP
Plan.

Be aware the Model Ordinance states "Shipped adequately iced, or in a conveyance at or below 45°F
ambient air temperature or cooled to an internal temperature of 50°F or less.” The dealer's plan may
include one or more of these options and not reference monitoring the shellstock temperature at all.
Make sure you know what the firm’s CL is for their Receiving CCP.

Chapter X.01.C.(46)
D. 4a (Key) - Receiving records not being reviewed, signed and dated weekly.

Chapter X.01.G.(1)(c)(i)

E. 4a (Key) — No records on file at the receiving shellstock dealer that document time of shipment or
that conveyance was pre-chilled at 45°F or less.

Chapter X.01.C.(6)
F. 4a (Key) - No thermometer calibration records on file.
Chapter X.01.G.(1)(c)(iii)
G. 4a (Key) - Firm name and address missing from receiving records.
Chapter X.01.H.(1)(a)
H. 4a (Other) - Time of activity missing on some receiving records.
Chapter X.01.H.(1)(b)
I. 4d (Key) - No shucked product cooler monitoring records, cannot document monitoring occurred.

Chapter X.01.C.(6)
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ITEM # 4 HACCP PLAN IMPLEMENTATION (Continued)

J. 4e (Key) - Records indicate cooler exceeded critical limit of 45°F maximum temperature with no
corrective action.

Chapter X.01.F.(1)

K. 4a (Key) - Harvest area closure log not reviewed as stated in plan.
Chapter X.01.G.(1)(c)(i)

L. 4a (Key) - Purchase records not reviewed as stated in plan.
Chapter X.01.G.(1)(c)(i)

M. 4b (Key) - Calibration records not being maintained as stated in the plan.
Chapter X.01.G. (3)

N. 4b (Other) - Each entry not initialed on temperature log.
Chapter X.01.H.(1)(c)

O. 4c (Key) - No records to document monitoring of processing.

Chapter X.01.C.(6)

11

Standardization Field Guide
December 2020



ITEM # 4 HACCP PLAN IMPLEMENTATION

COMPLETING INSPECTION FORM ITEM #4

Example: If 4(a) Receiving is debited for lack of signature — Verification, records not maintained
(missing or unavailable) and the Firm’s name and address are missing from available records then
complete the form as follows:

(a) Receiving. Verification and Records X K

Do the same with (b) through (e) and on the narrative page explain each deficiency.

Please continue to use NA (Not Applicable) if Processing or Shucked Meat Storage or Other Critical
Limits do not apply. (See right column -- / X, NA)

Item #4 debits remain the same, but the only difference is how they are identified. If there are
multiple deficiencies under 4(a) through 4 (e), only one “X” is needed in the box on page one of the
inspection form, followed by the highest ranking of deficiency, e.g. one Key and 2 Other, you would
put a “K” in the box. All deficiencies must be noted on the narrative portion of the inspection form
with the criticality code and MO reference.
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ITEM #5 APPROVED SOURCE

An approved source is defined as a licensed harvester, or certified dealer. All deficiencies marked
under item #5 are CRITICAL violations. Tagging deficiencies not related to the identification of
approved source are debited under item #26.

EXAMPLES OF CONDITIONS TO DEBIT:

A. Shellstock not tagged as coming from a licensed harvester. [Note: Does not apply to Repacking
and Reshipping activities.]

X1.01.A.(1)(a) and/or (b) Critical
XII.01.A.(1)(a) and/or (b) Critical
XV.01.A.(1)(a) and/or (b) Critical

B. Shellfish not tagged as coming from a special licensed harvester who has harvested or supervised
the harvest of shellstock from restricted or conditionally restricted areas in the open status.

XV.01.A.(4)(a) Critical

C. Shellfish not tagged/labeled as coming from a certified dealer.

XI.01.A.(2)(a) Critical XI.01.A.(4)(b) Critical
XII.01.A.(2) Critical XI1.01.A.(2)(a) Critical
XIV.01.A.(1)(a) Critical XV.01.A.(2)(a) Critical

D. Reshipper accepting shellstock from a harvester.
XIV.01.A.(1) Critical

E. Bulk shipments with no transaction record.

XI.01.A.(1)(b) Critical XI.01.A.(2)(a) Critical
XIII.01.A.(1)(b) Critical XIV.01.A.(1)(a) Critical
XV.01.A.(1)(b) Critical XV.01.A.(2)(a) Critical

F. Shellfish containers are tagged but the information on the harvest area is missing and cannot be
determined.

XI.01.A.(1)(a) Critical XI.01.A.(2)(a) Critical
X11.01.A.(1)(a) Critical X11.01.A.(2)(a) Critical
XIV.01.A.(1)(a) Critical XV.01.A.(1)(a) and (b) Critical

XV.01.A.(2)(a) Critical
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ITEM # 6 TIME/TEMPERATURE CONTROL FAILURE

Harvest Time/Temperature Controls and Dealer Receiving Controls

Dealers are responsible for ensuring that the shellstock they receive was harvested according to
NSSP Chapter VIIIl @.02 A.(1),(2) or (3).

Shellstock shall be harvested in accordance with the state’s Vibrio Control Plan (VCP) NSSP Chapter
VIl @.02 A.(1) for Vibrio vulnificus or (2) for Vibrio parahaemolyticus or all other shellstock in
accordance with the NSSP Chapter VIII @.02 A.(3) matrix below:

Average Monthly Maximum Maximum Hours from Exposure
Action Level Air Temperature To Receipt at a Dealer’s Facility
Level 1 < 50°F (10°C) 36 hours
Level 2 50°F — 60°F(10°C — 15°C) 24 hours
Level 3 >60°F — 80°F(15°C — 27°C) 18 hours
Level 4 >80°F (> 27°C) 12 hours

Product intended for relay, wet storage or depuration, or either geoduck clams (Panopea generosa), or
Mercenaria sp which are being cooled utilizing an Authority approved tempering plan are exempt from
the requirement listed in NSSP MO XI11.01.B.(4).

EXAMPLES OF CONDITIONS TO DEBIT:

A. Shellstock received from the harvester past the time requirements set in the State’s VCP, and the
shellfish tags were not identified as restricted shellstock. [Note: does not apply to Repacking
activities.]

XI.01.A.(1)(c) Critical ChapterXIll.01.A.(1)(c) Critical

B. Shellstock received from harvesters that was not required to meet the State’s VCP; however, the
shellstock was harvested outside of the NSSP Chapter VIII @.02 A. (3) matrix (above) and was not
tagged as restricted shellstock. [Note: The requirement applies only to Shucker-Packers and
Shellstock Shippers.]

X1.01.A.(1)(c) Critical X11.01.A.(21)(c) Critical

C. Shellstock received by the dealer does not contain a shipping record or other documentation that
identified the date/time the shipment left the previous dealer or information as to whether the
conveyance was pre-chilled at or below 45°F (7.2°C) ambient air temperature are adequately iced.
[Note: The requirement does not apply to Repacking activities.]

X1.01.A.(2)(b) Critical X111.01.A.(2)(b) Critical
XIV.01.A.(1)(b) Critical XV.01.A.(2)(b) Critical

D. Shellstock was received from the harvester within the harvest requirements of the State’s VCP;
however, the dealer allowed the shellfish to remain out on the unrefrigerated dock past the VCP
requirement for the shellstock to be placed under temperature control. [Note: The requirement does
not apply to Repacking activities.]

XIl1.01.B.(3)(a) or (b) Critical
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ITEM # 6 TIME/TEMPERATURE CONTROL (continued)

NSSP MO Chapter VIl @02 A. Time/Temperature Controls

All oysters harvested under State Vibrio Control Plans, other than those labeled for a
restricted use, shall meet the following temperature requirements:
(a) Cooled to an internal temperature of 55°F (12.7°C) within the time periods outlined in the
State V.v. Control Plans. [C]
(b) Cooled to an internal temperature of 50° F (10°C) within the time periods outlined in the
State V.p. Control Plans. Shellstock cooled to an internal temperature of 55°F (12.7°C) to
comply with a V.v. Control Plan is considered in compliance with this requirement.
(c) All other shellstock obtained from a licensed harvester shall be placed in a conveyance
pre-chilled or a storage area maintained to 45°F (7.2°C) or less and cooled to an internal
temperature of 50°F (10°C) prior to shipment.

EXAMPLES OF CONDITIONS TO DEBIT:

A. Shellstock received from harvesters was not cooled down to 55°F (12.7°C) according to the
time requirements identified in the State’s VCP (Vibrio vulnificus). Product was not labeled as
restricted shellstock.

X111.01.B.(3)(a) Critical

B. Shellstock received from harvesters was not cooled down to 50°F (10°C) according to the time
requirements identified in the State’s VCP (Vibrio parahaemolyticus). Product was not labeled
as restricted shellstock. [Note: Does not apply to other certification activities.]

X111.01.B.(3)(b) Critical

C. Shellstock harvested outside of the months identified in the State’s VCP was not cooled down
to an internal temperature of 50°F (10°C) prior to shipment.

XI11.01.B.(4) Critical

Transportation/Shipping documents

For live shellstock shipments the NSSP MO Chapter IX. .05 requires all shipments be
accompanied with documentation indicating the date and time of shipment and the
temperature of the shellstock at the time of shipping from the shipping dealer. This
documentation must include a notice of all shellstock harvested under the requirements of
Chapter VIIl.@.02.A.(3) that has not been cooled to an internal temperature of 50°F (10°C)
and indicate the presence of a time/temperature recording device. For receiving dealers, the
NSSP MO Chapter XI11.01 A.2(b) documentation as required in Chapter IX. .05 [Critical].

A. Shucker packer has shellstock in the facilities cooler but did not receive
documentation that verified time the shipment was shipped by the original dealer or
that the conveyance was pre-chilled to 45°F or less.
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ITEM # 6 TIME/TEMPERATURE CONTROL (continued)

B. Shellstock shipper has shellstock in the facilities cooler but did not receive
documentation that verified time the shipment was shipped by the original dealer or
that the conveyance was pre-chilled to 45°F or less.

Note: If during an inspection it is identified that the dealer being inspected is
not providing the information required by Chapter IX. .05 this item would be
debited under checklist Item #27 Transportation document as a key deficiency.

Dealer Storage Temperature Controls

Shellstock shall be maintained at temperatures necessary to minimize microbial growth. Temperature
control is defined as "the management of the environmental temperature of molluscan shellfish by
means of ice, mechanical refrigeration, or other approved means which will lower the internal body
temperature of the animal or will maintain it at 50°F (10°C) or less.” Once placed under temperature
control, and until sale to the processor or final consumer, shellstock shall be iced; or placed in a
storage area or conveyance maintained at 45°F (7.2°C) or less; and not be permitted to remain
without ice, mechanical refrigeration, or other approved methods of storage, as required in NSSP MO
XII1.01 B. (2)(c) for more than two (2) hours at points of processing or transfer such as loading docks.

Shucked Meat Storage Critical Control Point - Critical Limit. The dealer shall store shucked and packed
shellfish in covered containers at an ambient temperature of 45°F (7.2°C) or less or covered with ice.

In-shell Product Storage Critical Control Point - Critical Limits. The dealer shall ensure that in-shell
product shall be:

(1) Iced; or
(2) Placed and stored in a storage area or conveyance maintained at 45°F (7.2°C) or
less.

Certain critical limits of time and temperature have been established for holding, transportation,
processing, and storage of shellfish, which must be addressed under the processor's HACCP Plan.

Dealer Processing Temperature Controls

Processing (Shucking) Critical Control Point - Critical Limits. The dealer shall ensure that:

(1) For shellstock which has not been refrigerated prior to shucking, shucked meats are
chilled to an internal temperature of 45°F (7.2°C) or less within three (3) hours of
shucking.

(2) For shellstock refrigerated prior to shucking, shucked meats are chilled to an internal
temperature of 45°F (7.2°C) or less within four (4) hours of removal from refrigeration.

(3) If heat shock is used, once heat shocked shellstock is shucked, the shucked shellfish
meats shall be cooled to 45°F (7.2°C) or less within two (2) hours after the heat shock
process.
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ITEM # 6 TIME/TEMPERATURE CONTROL (continued)

(4) When heat shock shellstock are cooled and held under refrigeration for later
shucking, the heat shocked shellstock shall be cooled to an internal temperature of
45°F (7.2°C) within two (2) hours from time of heat shock.

Processing (Repacking Shucked Meats) Critical Control Point - Critical Limits. The dealer shall ensure
that repacked shucked shellfish do not exceed an internal temperature of 45°F (7.2°C) for more than
two (2) hours.

Processing (Shellstock washing/Repacking) — Critical Limits. Once placed under temperature control
shall not be permitted to remain without ice, mechanical refrigeration, or other approved methods of
storage, as required in NSSP MO XI11.01 B. (2)(c) for more than two (2) hours at points of processing
or transfer such as loading docks.

NSSP MO Section IV. Guidance Documents - New Chapter - Time and Temperature Controls -
Internal Temperature Measurements.

When monitoring the internal temperature of shellstock, it is acceptable to open the shellstock and
measure the temperature of the shellfish directly using a thermometer or use a temperature detector
device which provides the external temperature of the product. Where possible, but especially in
cases in which product appears to be packaged for final sale, methods for determining the internal
temperature of the shellstock should not compromise the integrity of the container. Should
circumstances dictate that the measurement of the internal temperature of individual shellfish is
necessary then particular care should be taken to avoid transferring heat from the equipment used
by, and from the hands of, the inspector to the shellfish.

Individual oysters are typically no more than 0.2 kg in mass and can be warmed relatively quickly
through handling by bare hands and when exposed to equipment or environments which are at a
higher temperature than the original internal temperature of the animal. Prying open the shells of
shellfish is a time consuming and inherently destructive process (those animals measured must be
discarded). The internal temperature of shellstock is, under most circumstances, reflected by the
external temperature of the space surrounding the shellfish, or the external temperature of the shell of
the animal, at the center of a packaged mass of shellstock (box, sack, bag, etc.).

This temperature may be measured by inserting a standard analog or digital thermometer probe into
the package to an appropriate depth or by exposing the shellfish at the center of the package for
rapid measurement of the external shell temperature such as is made

possible with laser guided infrared temperature measurement devices.

Time/Temperature Recording Devices — The time/temperature recording device must allow the
receiving dealer to document that continuing cooling has occurred during transport.

EXAMPLES OF CONDITIONS TO DEBIT:

A. Shellstock storage at an ambient air temperature of >45°F (7.2°C). [Note: Does not apply to
Repacking activities.]

X1.01.B.(2)(b) Critical X111.01.B.(2)(b) Critical
XIV.01.B.(2) Critical XV.01.C.(2)(b) Critical
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ITEM # 6 TIME/TEMPERATURE CONTROL (continued)

B. Shellstock not under temperature control within time constraints at points of transfer:

XI.01.B.(2)(c) Critical XI1.01.B.(2)(c) Critical
XIV.01.B.(3) Critical XV.01.C.(2)(c) Critical

C. Refrigerators which are unable to maintain temperatures of 45°F (7.2°C) or less.

X1.01.B.(2)(b) Critical X1.01.C.(2) Critical,
XI.01.E. Critical XI1.01.C. Critical
X11.01.B.(2)(b) Critical X111.01.B.(4) Critical
X111.01.C.(2) Critical XIV.01.B.(2) Critical
XIV.01.C.(2) Critical XIV.01.D. Critical

XV.01.C.(2)(b) Critical

D. Refrigeration rooms too small for amount of product stored as evidenced by the inability to
maintain proper temperatures.

X1.01.B.(2)(b) Critical X1.01.C.(2) Critical
XI.01.E. Critical XII.01.C. Critical
X111.01.B.(2)(b) Critical X111.01.B.(4) Critical
X111.01.C.(2) Critical XIV.01.B.(2) Critical
XIV.01.C.(2) Critical XIV.01.D. Critical

XV.01.C.(2)(b) Critical

E. Shucked shellfish shall be cooled to 45°F (7.2°C) or less within time limits to minimize microbial
growth and prevent product deterioration.

Time limits are:

i. Shellstock which has not been refrigerated, shucked meats shall be chilled to 45°F (7.2°C) or
less within three (3) hours of shucking.

X1.01.D.(1) Critical

ii. Shellstock which has been refrigerated, shucked meats shall be chilled to 45°F (7.2°C) or less
within four (4) hours of removal from refrigeration.

X1.01.D.(2) Critical

iii. Heat shocked shucked shellfish shall be cooled to 45°F (7.2°C) or less within two (2)
hours after the heat shock process.

X1.01.D.(3) Critical
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ITEM # 6 TIME/TEMPERATURE CONTROL (continued)

Shucked shellfish shall be held at 45°F (7.2°C) or less during storage to prevent bacterial growth and
product deterioration. The dealer shall ensure that repacked shellfish do not exceed an internal
temperature of 45°F (7.2°C) for more than two (2) hours during processing. There is no specific
method requi