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Chapter 1 The Objective and Scope
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1. This Action Program aims to regulate the

official controls of fishery products (FPs)

EA X DR ERPIER S P AAT intended for exporting to the European
%o Union (EU), in order to ensure FPs meet the

EU regulations and health standards.
SRR R PR E - o 2. The definitions of terms for this Action

Program are listed in Annex I.
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3. The tasks for official controls for FPs
intended for exporting to the EU shall be
implemented at all stages from primary
production to exportation, performing
control methods and techniques such as
surveillance, monitoring, verification, audit,
test and

inspection, sampling, analysis,

diagnosis.
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Chapter 2 Cooperation among Competent
Authorities for Official Controls and General

Requirements
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4. To ensure compliance with the EU rules, a
multi-governmental team (MGT) on FPs
export to the EU, is formed by the Bureau
of Standards,
(BSMI) of the Ministry of Economic Affairs
(MOEA), the Fisheries Agency (FA) and the
Animal and Plant Health Inspection Agency
(APHIA) of the Ministry of Agriculture,
Taiwan Food and Drug Administration
(TFDA) of the Ministry of Health and

Metrology and Inspection
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Welfare, International Trade Administration
(TITA) of MOEA, and the Ministry of
Environment (MOENV). The BSMI is the
central competent authority (the CCA), and
the jointly competent authorities are
consisted of FA, APHIA and TFDA. As the
assistance authorities, the TITA serves to
provide information on trade regulations
and trade promotions, and the MOENV
serves to provide the drinking water quality

standards and audit outcomes.
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5. The convener of the MGT is the
Director-General of BSMI. Furthermore,
BSMI, FA, APHIA and TFDA shall each
appoint a representative to be the deputy
convener of the MGT responsible for
supervising and coordinating the affairs of
FPs intended to export to the EU.
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6. Under the MGT, a Working Group which
consists of all competent authorities (CAs)
is established, and the CAs shall appoint
one person as the group leader. The
Working  Group is responsible for
maintaining coordination between
participating CAs, in order to ensure the
proper conduct of official controls of FPs
intended for exporting to the EU. The tasks
include:
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(1) To organized at least one meeting per year
to review annual official control outcomes

and the plan for the upcoming year;
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(2) To review updates of the EU regulations
periodically, and to provide findings to all
participating CAs to assess whether current
regulations and procedures need to be
amended;
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(3) To perform internal audits in CAs to ensure
the outcomes of official controls meet the

objectives, and ensure that CAs have taken
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the

outcomes. Audits should be impartial and

appropriate actions according to

avoid conflicts of interest, as well as

performed in a transparent manner;
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(4) To coordinate and conduct trainings on
regulatory provisions for FPs exporting to
the EU; and
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(5) In case of any food safety risk emerged, to

perform crisis management and take

AFEE e actions immediately to ensure the safety of

FPs.
%J%&E: kA &2 F > EHId EEPM & | 7. The official controls of FPs intended for
BFHRET HA T 40T exporting to the EU are conducted by the

CAs according to their responsibilities as
follows:

(1) FA is the competent authority for the
hygiene management of the primary
production of FPs.
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(2) APHIA regulates veterinary medicines and
statutory zoonotic diseases.
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(3) BSMI is

management of FPs intended for exporting

responsible for the hygiene

to the EU from the manufacturing stage to

exporting stage.
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(4) TFDA domestic food

regulations, hygiene management of FPs

regulates safety

R a & s i Bk ad manufacturers and reporting cases from EU
R EE T o Rapid Alert System for Food and Feed
(RASFF).
A ﬁg BHEETFIRRPFFE > B F14 | 8 The CAs shall perform official controls
&7 based on the following principles:
(- ) N EE e TERE o (1) To establish documented or written
procedures and arrangements;
(Z) PeppEErp I adFEgAR2% | (2) To comply with the principle of
2L e confidentiality, while maintaining high
transparency;
(Z) F> ¢ #‘J ARHFApMITERFRT | (3) To ensure that the staffs performing official
EFIE R - controls and related activities shall be free

from any conflict of interests;
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(z) f & & FF S EFIERE | (4) To perform official controls to the food
?fr%-% A EF AR ITEAH - business operators without prior notice,
unless such prior notice is necessary for the
controls to be carried out or the nature of
the official control activities requires

otherwise;

() ARG UEFTHEIHFEFEF | (5) To perform official controls based on risks
TREA R TEFF LA and with appropriate frequency, identified
BB Ed g s v R EA SR risks including production sites and activity

2EBF R FFERE nature, the procedures of production or
B ERT M A R EERDE manufacturing of FPs that potentially affect
Moo EREP A ERLE ST product safety and animal health, the food
WAEEFE - business operator’s past records with
regard to compliance or any suspicion of
non-compliance, and any domestic or
international reports of non-compliance;

and

(=) J{EF > FHBESRALT I | (6) Todraw up written records on hard copy or
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digital form for every performed official
control, including the objective, standards
and outcomes, to inform the food business
operators by a written notice when
non-conformity is found, and to require the
food business operators to take corrective

actions.
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9. In order to ensure the transparency of the
performance of official controls, the CAs
shall make relevant information available to
the public on the internet, including the
approval or registration status of

establishments, and the type, number and

outcome of annual official controls.
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Chapter 3
Staffs Performing Official Controls

Qualification and Trainings for
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10. The staffs performing official controls shall
have a degree related to fishing industry,
aquaculture, animal husbandry, veterinary
medicine or food, or have at least one year

of relevant working experiences with
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supporting documents.

+- ’fg:ﬁ‘twsg ek ¥ > g4 | 11.The CAs shall organize and conduct
ARRY IR ERVRE Y trainings for the staffs performing official
#%“i; i B controls based on their assigned duties,
and develop an annual training scheme.
The areas of the training are described in
Annex .
WIEABRDRTETF L T The above-mentioned trainings for each
[EENER - staff shall be recorded and the record be
kept for reference.
N
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12. The CAs shall evaluate the qualification of
staffs performing official controls. To take
corrective measures such as re-training,
where appropriate, if any non-satisfied

result is found.
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Chapter 4 Management of Official
Laboratories

fui

AWM B TTRINGEE ¢
FEFE TR L AT RIS E
7o gk A B B p Y Uk R R B
2 2% (WOAH) 457 > &
F9 % % ¥ ISO/IEC 17025 38 iT 2

S 2w 2
B E f:,?;ﬁ%. °

13.The CAs shall designate laboratories to
analyze, test, or diagnose on samples taken
from official controls. Laboratories should
be accredited and perform tasks in
accordance with ISO/IEC 17025, except that
the task for aquatic animal disease
diagnosis shall be conducted according to
the requirements of the World Organization
for Animal Health (WOAH).

Sw o~ EFEHELE RFHRITHERPEF | 14.The CAs  shall  require  designated
B~ RSN W?? Lf?iv > E laboratories to adopt methods, criteria, or
Pl #5*7 FEATAL B FE L H protocols recognized or recommended by
FH ML R f‘f/w\’f‘r S RIRRE BT EU, international organizations or national
government, and ensure that they have
been validated for analytical, testing, and
diagnostic needs.
+ 7 15.The CAs shall require designated

BT HHBE L% 50T %3
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laboratories to participate in
inter-laboratory comparative tests or
proficiency tests, in order to evaluate their

competence to carry out analysis, testing,
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and diagnosis.
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16. The CAs shall audit designated laboratories
regularly or when necessary, and if any
defect is found, the CAs shall require the
designated laboratory to implement
corrective measures in a given deadline. If
the defect is not corrected by the deadline,
the CAs shall terminate the designation of
the laboratory, or partially withdraw the

delegated tasks.
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Chapter 5 Management of the Delegated
Official Control Measures
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17. Except for the intensified official controls
for the cases of non-compliance, the
delegation of official control tasks of FPs
intended for exporting to the EU to a
delegated body (DB), such as relevant
government agency or body, juristic person
or organization, shall be in made written

form.
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18. The CAs shall ensure that the DBs have the
expertise, a sufficient number of qualified
staffs, equipment and infrastructure
required to perform the delegated tasks

impartially and avoid conflicts of interest.
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19. The CAs shall require the DBs to report the
outcome of delegated official control tasks

regularly or when requested.

The DB shall inform the delegating CAs
immediately if the resulted of delegated
official control tasks is non-compliant or

likely to be non-compliant.

When necessary, the CAs may require the
DBs to cooperate in the investigation or

provide assistance.
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20. The CAs shall require the DBs responsible

for certifying or carrying out conformity
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assessment for  establishments that
produce FPs to be accredited and perform
delegated official control tasks in
accordance with ISO/IEC 17065, ISO/IEC
17021 or ISO/TS 22003.
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21.The CAs shall verify the DBS'
implementation progress on the delegated
duties, including performing an on-site
witness audit. The CAs shall fully or
partially withdraw the delegation without
delays where the DBs fail to properly
perform the delegated tasks, or fail to take
appropriate and timely actions to remedy

the shortcomings identified.
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Chapter 6 Official Controls on Establishments
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22.The CAs shall assess or audit that the
establishments have established,
implemented and  maintained  the
procedures on good hygiene operating
practices, and possess related documents
and records, in order to ensure that all
stages of production are in accordance with

domestic regulations as well as EU’s.

If the above-mentioned establishments are
freezer vessels, reefer vessels and
processing plants, the CAs shall also assess
or audit whether their procedures have
been established, implemented and
maintained based on the principles of
Hazard Analysis and Critical Control Points
(HACCP).

Tasks of official controls should be adjusted
appropriately according to the nature and
production status of the establishments,
when necessary, samples taken from the
establishments may be delivered to official

laboratories for analyses.
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Chapter 7 Hygiene Management for FPs

7
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- L= 1‘% WG &2 A & FEER 2 M3 | 23. The CAs shall conduct official controls on
ToRASEREES Lo hygiene for FPs as well water quality,
depending on the characteristics of the
different stages of production.
TR B REERERRE T The above-mentioned official controls on
B A S M s P Ak A ﬁfi%‘ﬁ hygiene  shall comply  with  EU’s
%«“’%— SRS ed s F A8 requirements, including  traceability,
FRAR -BRBSTLP 8 r'r'/l organoleptic check, freshness index,
oo HEARR S U FE B R histamine, microorganism, parasites, toxic
FHE KB LR B L2 AR fishery  species, contaminants, food
E_o additives, packaging materials and labelling
as well as requirements for clean sea water,
clean water and drinking water used by the
establishments.
St e TR EE L FAE LA S | 24.The CAs shall develop and enforce an
RFPEREPRFF I E EZ annual residues monitoring plan for
Pzt pwmERYERT RS aquaculture, and should submit the plan
SEREFEPNLE - and the results of the previous year to the
European Commission before March 31t
every year.
AT s BTN B RIEFE RF S P &R | 25 The CAs shall perform sampling, handling,
= I B **L (s e o - S L and marking of samples taken based on
5 A% MR TR AIR A EU’s specifications or internationally
recognized methods to ensure the
representativeness of official controls.
'é'v‘ AN O REZ AR Chapter 8 Actions for Non-Compliant Cases
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26.

The CAs shall take actions and notify
relevant CAs to trace and confirm the
source of the non-compliance as well as
any impacts and responsibilities brought
about, when non-compliance which may
directly affect product safety is found while
carrying out the official controls. The CAs
shall take appropriate actions to ensure
that the

remedied.

non-compliance has been

When receiving reports from the Rapid
Alert System for Food and Feed (RASFF)
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regarding the FPs intended for exporting
from Taiwan to the EU, the TFDA shall
notify the BSMI
appropriate actions mentioned above.

immediately to take
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27. Where any non-compliance is discovered
while conducting this Action Program, the
CAs shall notify relevant CAs to take the
following regulatory measures according to

the relevant regulations:

(- ) FEFkA S £ 297 872 | (1) To ensure that the corrective measures for
HBE ARG EERE o the hygiene safety of FPs are implemented,
in order to comply with the regulatory
requirements;
(=) A& FHZ-KA 2P F & | (2) To restrict or prohibit specific FPs from

entering the market, importing or

exporting;

(3) To monitor the FPs, and if necessary, FPs
should be
reprocessed, or destroyed;

recalled, withdrawn,

bl RER B A > B 2IVR
WA Y E- BN

(4) To order the establishments to cease
production of some or all FPs for a period;

ie ~ Fodl & R LT A F

(5) To cease, revoke, or terminate the approval

or registration of the establishments; and

(6) To take other actions agreed by relevant
CAs.
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LT R - 3 Y Annex | Definitions of Terms for the Action
Program

- ~ -k A& & (Fishery product ) : 1. Fishery Product:
4n “f B b ~ WAL 3F ~ A uEg X any wild or farmed marine or freshwater
PLEE S o FUaE s T B UE 2 BENE R ek animals, including their edible parts and
.rn“rp LB N BN E N Pt & L processed products thereof except for

CARLRER S 2 AT Tk A g A58 bivalves, echinoderms, tunicates,

iz 2 H g gastropods, mammals, reptiles and frogs.

- BB ( Competent authority ) : 2. Competent Authority:
prp ot BEREIREFT 42 L any organizations of central level or other
.&%Tﬁ » g H 4 AR 2 %’f?— authorized institutions that conduct official

controls.

ZNF R E A (Ofﬁcial control ) : 3. Official Control:
ptEF M S IJEJ%&E; kA SETE ﬁ any procedures or actions that the
TRE 8 &2 & R B ARALD M2 R competent authorities implement to
T2 TE P AN ] e determine  whether fishery products

intended for exporting to the EU meet EU’s

regulations for food safety, animal health

and welfare.
z ~ T4 (Surveillance ) : 4. Surveillance:
Tt T M R R KA S AR the act of the competent authorities to
EAFTHAYCRARA R FH SR ES collect and analyze information regarding
M2 T MFEEE Rl RG] fishery businesses, operators and their
FE A E TR BEARE MR T activities on a continued basis, in order to
B fo ensure the official controls for fishery
products intended for exporting to EU, such
as planning, implementation, inspection
and action, meet the EU’s requirements.
7 ~ Z# (Monitoring ) : 5. Monitoring:
T PH L AERERTE LASR the act of the competent authorities to
PRERRT > HAF- Biitda iz conduct a planned or a series of
BERAER > LBk AE SR KA B observation or measurement, in order to
EREARIETHETP AL Ro confirm whether fishery products intended
for exporting to the EU, as well as the
health of aquatic animals, are in
compliance with EU’s regulations.
+ ~ &% (Verification ) : 6. Verification:
EFREE R KIAR -RE A e A kL W the determination of whether the subject
KA ETE P EFTRPL P 0T of interest meets specific requirements by

10
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conducting an audit or an inspection, as
well as evaluating the objective evidence.
-~ &4 (Audit) ¢ 7. Audit:
17 gE S 2 2 R EER the process of obtaining objective evidence
TEREFEL o AR e HES in a systematic, independent and
BENBE AT e AR RE AR documented manner and making an
2_iEAE o objective evaluation, in order to determine
the extent to which an activity and its
results meet or satisfy the established plan
or requirements.
N~ ~ 4 & (Inspection) : 8. Inspection:
IR SRR KA SR R the act of the competent authorities
PR R HRFMY LA RS assigning its staffs to inspect the various
AP LT E R ?KPE ~ ke documents, facilities, equipment, records
BEriAMTRIRA A AEXL and any related sources of establishments
TH IR AL ERTRET LR regarding the production of fishery
EL ° products, or to verify whether the
delegated bodies conduct the entrusted
task correctly or not, in order to ensure
fishery products intended for exporting to
the EU are in compliance with EU’s
regulations.
1 ~ B~(#)# (Sampling) : 9. Sampling:
Jfﬁ ok A S p A AT e AP ) the act of obtaining fishery products or any
#B M2 A& Emp (e #1 g3 substances (including substances or water
24 FEH R) 0 BEA T R taken from the environment) at any stage
= &rllﬁwﬂ-\? FEBmPERAE - from production to exportation, to ensure
that such products are in compliance with
EU’s regulations by conducting analyses,
tests or diagnoses.
+ ~ 245 (Analysis) : 10. Analysis:
fo- AR A E e > UER R R a process of investigation and evaluation to
piq’ AR FERE -y IERES identify issues or disputes, to model and
KR JIRT e S research issues, as well as to interpret the
results and then propose appropriate
recommendations.
+ =~ RlEE (Test) ! 11. Test:
i e R ERPE SR PE I R the manner using scientific methods to
P AP E S FEAEFEL obtain and confirm the existence, quality,

11
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quantity or authenticity of certain

substances within a sample in the

laboratory.
-+ = ~ Z ¥ (Diagnose) : 12. Diagnose:
ki Ebpd A EFHRTE the confirmation of incidence or process of a
x> kFEEE },?’7% R ] the occurrence of disease based on aquatic
#E o animals’ medical history, examination as well
as laboratory data or results.
L= P 852 AR B k2L (Rapid | 13. The Rapid Alert System for Food and Feed
Alert System for Food and Feed, (RASFF):
RASFF) : the information system established by
hRERLEEE - ZEN kA European Commission to quickly release
1EH NFIREEBP 8 AT information for relevant countries to take
BN el =R R VT B S O N N appropriate actions, in response to serious
LA R R RIE B R TS o public health risks detected relating to food
chain within the EU.
L2~ % %% R P (Confidentiality ) : 14. Confidentiality:
AREF Al AR 2R the obligation of staffs or officials
FAIEEAPBAEF BB L AR 5 3 implementing the official controls not to
BUREERTRAIDEIPHERT disclose to non-authorized personnel any
WooeFERAFTHE fHE confidential information involved in official
controls, including personal information
and files.
L+ 7 ~ i@ (Transparency ) : 15. Transparency:
AREFWHHIL TRiRLE s kD the principle of the competent authority to
AP RZ L o disclose information to the public without
prejudice.
L+ % # £ (Non-Compliance ) : 16. Non-Compliance:
P BERPNRASEFLE 2K the possibility of non-compliance with
AEPFERER URE S A SFL international and domestic requirements
XA RARR BT LT A e for fishery product safety or the health of
aquatic animals, that may pose risks to
product hygiene and safety.
€L =

’

K ¥ (Establishment ) :

IO EE KA SR M L Ak
4 ?”’,&'.3’%“ ,&LT‘* H- - 4‘:—1}%:1} ﬁf;ﬁ
¥

17.

Establishment:

the facilities related to fishery products
intended for exporting to EU, such as
aquaculture farms, fishing vessels, landing
sites, fish markets, processing plants, and

cold stores.

12
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4 N~ i 4 2% (Proficiency Testing ) : 18. Proficiency Testing:
B i R TT S a testing and/or calibration the evaluation
2R B FRE OV TG T PR of the performance of laboratory by
B(d)frza o participating in the inter-laboratory
comparison conducted by the proficiency
testing agency.
+ 4 ~ £ 32 (Delegation) : 19. Delegation:
BT M P e B the administrative actions of the
()~ A& AR HEEE oy competent authority delegating
FIECiT S o institutions, corporates or
non-governmental bodies to deal with the
official matters under its jurisdiction.
- 4~ RzEg (Witness ) © 20. Witness:
iﬁ REBEEFREFT I EHIAAZF on-site observation of staffs conducting
AR KA E‘Eﬁ?ﬁzéﬁv official controls, such as product sampling,

) ,ugf—i;’,ﬂé; Tt iz

Y
e ons
:;!iﬂb—LEBJ °

inspection or verification, in order to assess
their professionalism and the capability of

applying knowledge and skills.

L - a2t T2 (Good hygiene

practices, GHP ) :

iy BRIk A SR R
FlpTIFEEesEL ST hi s
BT 2 #’%@;frfa{ T
ESaE I S
ZEE R x—’ﬁ—’]x R I—Jﬂ‘fr
wofedp il &) > ik T4~ 0B
LA e R T R -

B

N E

21.

Good Hygienic Practices (GHP):
the measures and conditions necessary to

control hazards and ensure products

suitable for human consumption after
considering the intended use of fishery
products, including operational design,
equipment, production operation controls
(such as temperature, raw materials, water
recall

supply systems, documents and

guidelines etc.), maintenance, public

health, personal hygiene and educational

training.
Ao v EToER ? 418t (Hazard 22. Hazard Analysis and Critical Control Points
analysis and critical control points, (HACCP):
HACCP) : a control system established on the basis of
EPERE S z’%@:—%ﬁf * 2 E Ak science that can identify specific hazards
Lo vEufFr T E R 'FPJ%} 7 and their control measures to ensure
PPy, et R 'FF'J RN product safety. This control system is
[ERRETN ARG NG 6 W SE mainly for prevention rather than relying
o on examination of the final products.
L

s~ %% 5 -k (Clean Seawater ) :

23.

Clean Seawater:

13



Edited on 31 January, 2024

:}%% RN A 3 EN A R R B ke natural, artificial or purified seawater or
Ko 2 ZRERATFREPILE S brackish water that does not contain
FrEx 2Ry 3 TFF microorganisms, harmful substances or
R R ate T Ac A L toxic marine plankton in quantities capable
of directly or indirectly affecting food
sanitation and safety.
- L2 ~ %%k (Clean Water ) : 24. Clean Water:
Ap i Aok fodn g T2 0k clean seawater and fresh water of similar
quality.
-+ 7 -~ wyz (Recall): 25. Recall:
ip MR SR B2 iﬂ’%‘f"‘ﬁﬁ%ﬁ% “ﬁ% o the act of retrieving products from the
market and consumers.
=+ T2 (Withdraw ) : 26. Withdraw:
i A T Bk F oo the act of removing the product from the
market.
= -+ = ~ ¥ (Reprocessing) : 27. Reprocessing:
i;; B 35 R & R AT A L the process of treating contaminated main
VAR 2 Ky o raw materials to make them usable.
it R EAIL R 2GR EY Annex Il Areas of Training for Staffs

Performing Official Controls

-~ ARDERIZEBN ol b~ B 1. Different control methods and techniques,

TS BRI EE B () R F such as inspection, verification, selection,
EAAT N RIEER LT targeted selection, sampling, laboratory
analyses, tests and diagnoses.
= EAlARS e 2. Official control procedures.
o MR RER KL RE 3. Requirements for animal health.
o~ MR ASEA A Al 2 E ﬁﬁ&] Z @ FEE T | 4. Requirements for hygiene and safety during
4% >R f2 #ﬁ,¢a any stage of production, processing, and
transportation.
I~ HPBERPFETAL TR o 5. Evaluation of non-compliant cases.
Ay A&HEEA A A2 @ﬁ%“ 2. o 6. Potential hazards during production,

processing and transportation.

FeFeEc > ¥F A 5 | 7. Potential risks from production, processing
32 BRBLY A and transportation that could impact
° human health, animal health, animal

welfare and the environment.
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S B EE R A SE A A &Y 8. The way to prevent and minimize the risks
AR B R TR N2 bR o to human and animal health caused by
animal by-products and their derivatives.
~ I APEL E A8 (HACCP) 2 24+ | 9. The way to evaluate the application of
B ¥4 (Good agricultural practices ) Hazard Analysis and Critical Control Points
2 G e (HACCP) and Good Agricultural Practices
(GAP).
A L A &r%'ﬁﬁ"ff%?fﬁv?ﬁé*%i # | 10. Management system, such as the food
LR Sl R RS R business operators’ management on quality
assurance plan and evaluation of official
control requirements.
- N F T ERE LS 11. Official certification systems.
= ?f"’ FEZRRLPEE LD o 12. Communication and contingency
arrangement for emergency cases.
ZCF ORI EEEREE Lk 13. Official control legislative procedures and
their applications.
3T Fh FIEFTHRTEHESR - | 14, Document review, including any records on
WEERRITEHFE Y 2o inter-laboratory comparisons, accreditation
and risk assessment, etc.
I~ kpEEFEFRE > HGEF 2 F | 15 Implementation of EU’s official control
T Z 2 E RV o requirements.
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