WS12/07

= Cefas
W reRuATIONAL

EXCELLENCE

Te=/=

2" INTERNATIONAL WORKSHOP ON SHELLFISH AREA CI@IEICATION
AND MANAGEMENT - APPLICATIONS OF SANIT%S VEYS

A. PHILOSOPHICAL CONSIDERATIONS - U.S. A SYSTEMS 2?‘

U.S. and EU systems each provide a framework of ¢ or the safe pr Q

bivalve molluscan shellfish. Whilst the two syste in number %
overarching aim of both is to protect shellfish ¢ gp C)
autochthonous pathogens - in this they are Iar%~ essf\

Comparability and equivalency initiatives een and ve been derwabv

for some time and are considered IikeI &@Jusmn T tentative

of discussions to date has been the |t|on and @ ea

shellfish are very similar wit rea ish o asSs\B and
Restricted areas appear to dlffq$egr s%’p §‘~ uaI y oRfe Class
B area. Technical and ob e, ities (and
differences) were further? red e at wor@

Sections below su r f|nd| O\/ A?\

1. Sanitar @\
C&) n bscgg)rdere‘&tkl isk assessments

of NSSP“and EU survey reports are similar;
iffe SSP surveys inform decisions on area
ent ding monitoring), whereas EU surveys

g plans for ongoing monitoring.

classmca

&\8 . enable

f review — EU legislation requires that all new
areas require a sanitary survey. EU guidance further

recom em es put systems in place to establish sanitary surveys for
aII 2 1 updates if significant changes occur or within 6 years.
heI a classification requires detailed sanitary surveys to be
shellfish areas, with annual updates, triennial updates, complete

ses every 12 years, and a watershed approach.

(' 3
! Biotoxin management strategies were considered beyond the scope of the workshop and were excluded
from these considerations
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¢+ NSSP pollution source assessments quantify or estimate contamlna(-kln loads and

impacts from sources on shellfish areas.
2. Classification and harvesting QO Oz
< NSSP classifications aim to reflect the and pregi tabl sanitary %
of shellfish growing areas, with consi - ou rs and 0
upon the outcomes of the sanitary eys an icr Verification is by\/
regular water sampling and tes%o aecahcoli orm Slfl tlon refe

body of water, not shellfish %
+« In the EU classified ar&@mst ated Osgnl of n$y or
shoreline from whi ishare es od g ar in ipforms the

classification (w itorinoints selécte! ont oft tComes of the
sanitary surv %ssm efe@uerall to ellfisiy_ species, not body
of water. % ?\ O)\/ ?\

equ bI| entvof p da \n(ound sewage sources and
the

areas ssmed as Approved. EU
li tlyjiO the €gstablishment of buffer zones, or
poII urc idance in this respect is however
et$~ Pra |

\% X Harvestln the r\@ IS m when prescribed under a shellfish area
Sl 0

\2\ manag an. y officially closing and re-opening areas
& acco o pre

iS a
r&such as rainfall), and is controlled by law
e ent %

islation does not prescribe management plans.
cver,

sy es require that areas are closed ‘where the results of
samplilm that h standards for molluscs are exceeded, or where there
may. se be to human health.

sh VQ&SWater

@. T}Epreqmres collection and testing for Escherichia coli from at least 8
R : L

S h flesh samples per year, results are reviewed annually (taking into account
the last three years of monitoring data), classification is awarded on the basis of
the assessment. Water testing may be carried out as part of the sanitary survey but

f
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is not collected routinely as part of the monitoring programme=iMethods are
prescribed and required to meet ISO/IEC 17025 quality sta@s. Flesh not
water. E. coli not fecal coliforms.

+«+» The NSSP requires water sample locations be establi assess impacts from
pollution sources and verify shellfish area water q ith designated |ocations
in the shellfish area sampled and tested for fecal % ms at least 5 or t‘?"
year, and results of the most recent 15 or ple
Water not flesh. Fecal coliforms not E. ¢

+« Under the NSSP water sample locati
any maximum number to characte

Under the EU system flesh s i mE

her p to
Ifish harvest area
intsy\are estab

according to the sanitary s ary

harvested. $ ?\
4. Management ofh esti Q‘

+» NSSP Appro are es@te e productlon of

shellfish f rther post harvest
proceSS| w%

X N ricte Cl t@ produce shellfish for post-

@on p @ng atloé relay before marketing for raw

sum t| are@ stin itted with special permit and

qupe [
% % EU Class% s are nate soduce shellfish for purification by relay

&\8 before f(@ cons

1ed’ as’are d under the NSSP as prohibited. Harvesting from
1te itted under the EU system.
s Emeyde closu mtroduced for WWTP failures, flooding, major storms,
Spi oth e events under both systems.
@ s tend to manage harvest of all shellfish versus a species-by-species
ppr h some exceptions EU Member States separately classify, monitor
ge on species-by-species basis.

5. End-Product Compliance
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Testing is not required by the NSSP for Approved area and long-term rela'ye\shellfish.
EU shellfish testing and method is stipulated in HACCP plan requirem@md regulatory
end product compliance with an E. coli criterion.

6. Pathogen Monitoring

e Testing for pathogens is not required by
reported illness or as stipulated for Sta

con elpla %
Pathogen testing is not required by, foresh ved in 0
legislative text when methods (f

aemoly cus) a?\/
sufficiently developed. % O\/
7. Training and superV|S| n & ( ,E @

e NSSP standardize n|n e Ifish r by FDA
annually or as nee gan |S|on |C|al ol laboratories
is the respon the d N I Ref en ratQrigs. EU reference
methods ar d t C 17025.

8. A

uct @I %tes and biennial audits in NSSP-
Qpam& ber State Competent Authority is
required‘to oo ors HACCP plan. The EU’s Food and
Veterinar i carrle heIIflsh systems every 3 — 5 years on a risk
/Qz\ assess IS.
9. or

. Lawe 8ement o \rs are routinely required to enforce harvest restrictions

N{ g: arvest in the U.S. Competent Authorities are tasked with
? C

the EU.
I1SI SF A UNIFIED SHELLFISH SAFETY SYSTEM

No two gl)uscan shellfish growing areas are exactly alike; each has a unique set of
characteristics. The microbiological hazards potentially transmitted by shellfish and the
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consequent risks to consumers can vary significantly by world region, ¢ y, State and

season. Additionally, raw shellfish present a higher risk relative to ther food that

are consumed after cooking. It is not feasible to test for every potential‘@r actual hazard

associated with shellfish routinely thus controls based upon pro cators of risk have

evolved since the 1900’s. Preventing illnesses and int tiens among shellfish

consumers is the prime objective of any shellfish safety me irrespectiye of the
r atively safe pré’.

approach; when applied effectively these can help to as re

Following presentation of technical aspects of

workshop identified that: é
e For compliance with the EU syste would ne
enhance the legal basis of the ond coI| ngwensure
analytical labs were certlfle p quwal ated@% S
analysis. § ‘ § ;\

: @tat establish
né |der s5|f|cat|ons in

clud tlgtioh\gxeas and conduct

e For compliance wij
minimum [mana

light of the %p ‘
comprehe Q/egul d
. At pr se Qi
re-gua

d m@
hop bu
sh h saf est

\8 e Classific she f%eas on sanitary quality — considered the most

effecti ppfroac pre fecal borne hazards being transmitted by
sheI{ié

e Sa ary s |zmg a shellfish area is considered to be fundamental
in safe
Q&VQZ assessment — possible approach for every shellfish area,
bIe uld be relied upon to prevent unsafe shellfish.

E s of a “documented risk assessment” might include:

I@ a pros ) “best practice” components of a
e ap 0a cluded

Sanitary Survey Report that includes:

Report of the 2 International workshop on shellfish area classification and management 31/01/13 FINAL Page 5

Te=/=

"o



=
<=Cefas

European Union Reference Laboratory for
monitoring bacteriological and viral
contamination of bivalve molluscs

=

(1) Watershed survey results;

(2) Shoreline survey results; Q@ \/
(3) Pollution source assessments; C)@ ?“
(4) Hydrographic factors; 0 3

(5) Bacteriological survey results, @ g
(6) Impacts from meteorologi tal

(7) Analyses of all info ioft and @vall \y

(8) Pollution so$§ essm mlt tiohs @

(9) Identification of ar

(10) 1 tlon i o sh If| arles and

desi cla
\bwa \ﬁ S@/ th% udes

C) (1) @ted oping wﬁ
Q & stab riti s (c te@or designated classifications;

\ 3 @ muo@wtab -harvest processing control options;
\2\ Clos@ ngt closure criteria;
Q‘(S)@ble Eg criteria;

arve ocessor and boater education programmes;
(7 RSQE or training and certification programme;
ontrol of harvest plan;

(9) Vibrio control plan;
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(10) Unified definitive closure criteria and length of closure-ekerla
needed,

(11) Emergency situation advanced planning. Q ‘ \/

e Labeling is a vital component of maintaining sa@e;l fish productlonQ~ ! %
The workshop considered that: % Q %C)
a. Unified, unambiguous product | é ; s 0

b. Trace-back to harvest Ioca wa essenb 2 \/

e Pathogens ; i & @
Noroviruses’ are con3|der a univer %mst ar @ nt them

are required, these |ncIu

a. Unifie fere@ho@%nat %recognlzed quality
rog a &

G% hed aI r
Ide %es of ,Sﬂ se %hlch may transmit viral
%ﬁ &, § S

\8 d. Requw% that s sh ar located sufficiently far from polluting

Sou UtIO S SOUI’ ! S ances)

o P h essin
a. Def@gd ver \ riteria for depuration;
E‘% ed &ﬂfled criteria for relay;

@nd verified criteria for other post harvest processing strategies.

anj nce — the workshop recognized that compliance with requirements was
e ial

2 Other fecal borne pathogens should also be considered e.g. hepatitis A virus, Giardia, Salmonella spp.
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a. Routine, comprehensive system audits by Competent Autho%

b. Occasional targeted or comprehensive audits by outsj petent authority.
e Epidemiological surveillance and communicati Qs)ams - should be active,

not passive, in order to readily and clearly identiﬁ@wess or intoxicatioésos

and outbreaks caused by shellfish. Q s QO

e Consumer advisories should beavail@~ \
a. Standardized language; Q 0% Q~ ?\

b. Unified messages; ?@ ‘F &
c. Wholesale and retaﬂ@ts. @?‘ Qj \ @
Comments noted but not:!II isc due t&!@f tim@ ;s foom&s 156,789,101
C. RESEA@DD@A APSV ()\/ A?\/
of })'ne th @nc \asonal,temperature, and
re % Ifa® Q
@equasg( an %straﬁ% Q
a/Sp ificafi ppr rigger 1evels, lengths of closures, and re-

exdiffere ditions.
@ nt processes (depuration and relaying) to
N Class B and Restricted areas.

1. Signific

NN,
3 Sanitary surveyg’a tical, @tal cornerstone for identifying risks
* Shellfish frogi phistine areas ily managed safely
® Routine mbgitering for sgecifi¢ naturally-occurring hazards that historically have never occurred in a region is
unneces%
6 EvelfTo ondaryssewage treatment sources, a standard for a protective buffer zone is needed
" The % y of wastewater treatment operations necessitates developing options for managing shellfish resources that
re\vagiable and purpose
ify the @ :

° Routine monitoring for intermittent pathogens conveyed by fecal contamination is not essential or cost-beneficial.
19 After closure and remediation, re-opening criteria should be verified by water and meat testing.
1 E coli may offer a more accurate assessment of fecal inputs than generic fecal colifoms.
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c. Definition of the acceptable level of dilution from source t lIfish
resource considering site specific variations. ConS|derat ifferential
survival differences for bacteria, bacteriophage and |ruses

viruses in shellfish from Class B and Restricted a

4. Research efforts on noroviruses are recomme
a. Periodic retail shellfish surveys. %
and r’
d

3. Adequacy of post-harvest treatment processes (depu relaying) to control 2?“

b. Enhanced epidemiological surv:

c. Illness outbreak investigati

d. Pollution source and mpac@dl S.
i. Wastewater tre IantaQo lecti m \/
ii. Individual su dIS al (se O
iii. Marine sa de ve char@ @

e. Infectious dose tio v§~ §~

5. Developmento r%forc izin qgna Ifish areas,
and mandato sto ‘ ecm@es ete.

3 \/o QV
“@ @‘\“’5&

s appro glce should be reached with a

asse ovidi trategies according to inter alia the

% chara I€s, %n risks, etc.
\8 2. Further%k&ﬁ Id be approached to support an international
& exp i est practice” guide based upon the preexisting
fr e ilmentarius: Code of Practice for fish and fisheries

uct raw bivalve molluscs*

3. The& es fro proposed working group should have the objectives of:

é a erX|bIe framework for:
é the technical application of current shellfish sanitation programs

the development of new programs by countries that do not
currently have such health controls

12 hitp://www.fao.org/docrep/011/a1553e/a1553e00.htm
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b. Enabling the broader application of shellfish sanitation progqi%lmes in
order to:
i. Protect a larger proportion of the world’s populatiorl from
shellfish-associated infections
ii. Assist a wider range of countries to tr

4. Technical consensus on recommended guidance

ultimately lead 0,2 A\
review of policy requirements to allow its ap;@ S

\oé <

e ——
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