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AIMS Agriculture Import Management System | B2 il [1EHE 248
BICON Biosecurity Import Conditions system VORG24
e-Cert Electronic certificate B

COLS Cargo Online Lodgement System B4R FEHE 2

COVID-19 Coronavirus disease 2019
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FICA Food Import Compliance Agreement B SHEE

FIDs Full Import Declarations R R

FSANZ Food Standards Australia New Zealand BOMNAHTE B B aniEE )

G2G Government to government PR S U
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SRR A2 R 7S (PR B o (S BURF FT AL R A BT S & > 3557
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UM SR ¢ 852 2015 4 A= W) %2 42 7% (Blosecurity Act 2015) fe HoF-7A#
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o HECIRE ] IE I 24 (S HIE e S ARSI A ~ B AR Ry
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[ElFEAn B ZHHES - BRI YRR 20(E LIF H > AR R24F - ]z
PE i IR H S A FEAERFRYL o IE " HECUERF (Import permit) 5 i &
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Import into Australla  Effective on 4 December 2023 Advanced search v

Alerts
3 new alerts 4 change notices
Alerts issued in the last 7 days. Change notices issued in the last 7 days
View alerts View change notices

Isherles and Forestry Accessibility Privacy Cenditions of Use Department Feedback australia.gov.au
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2. BiinZ4(Food Safety)
TN - BB A A B A & B EREEY - kil T3
WA PE RS & e 5 (Food Standards Australia New Zealand, FSANZ) » & &
BN B EAR 0 RO R AR 0 e mE e s
HHRIEIIE R 5 T BN A B (Australian Government Department of Health)
L Z B g A E 8 mBUR kB il ny — 2 - Kisaa R RE
AUEGRR DB ZE ~ JfsE RMREE (Department of Agriculture, Fisheries and
Forestry, DAFF) | B8 ENEBEMITED D& m K EEEFEE ;" &Ik
FHHLBU (State and Territory governments) ; BEPNERITHHITRARE &
mn e GE S EREDIE - DAFF bR T B HEERTIL Z EVZaksh » TRARE]T
B E ) E(mported Food Control Act 1992) » R EF A NigEO&

it

i HEFR & (Imported Food Control Regulations 2019) | B I #E & A& BEFE
F(Imported Food Control Order 2019) ;- " #E & SE IR & | %1 H anarseh
1AL A B s 2] (Imported Food Inspection Scheme, IFIS) » I #E [ & M
HIRER o SREH /A R e P R HIEE A -

TEBRFTA N & R Sl H R B Y 2 i FPTEm%
e o BEIIE R AT - T2 DAFF KEHVER N8 EH
AffiE —THERET > BINEAARMIEMEEREREERZAE > B
A IMLIEAEREZH4R - DAFF ST #E & LI 22 2 i i (R ek DUR S Ryt
BERY TR A BRET #](mported Food Inspection Scheme, IFIS) | @ Wi
FSANZ ZETTHY & i AZ#E(Food Standards Code)#E ABATT » W15 FSANZ 75
B AR S E R - DAFF & H R Ry E b & fm(risk food) » ECERAIME Ky
B (L (BB ) &t (surveillance food) » AR IR S (R A BV E E T
=
(DEmergency powers ¥ A\HG{#EE{FH B EE fr5EsE - DAFF o] DI &

m28 K H BEEERAF I - WA MNE » A FEHI28K—ZX - DAFF #4
SHETRIREA A AHR AV EDESYE K ATEE - M AR -
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(2)Mandatory foreign government certificates * = /ElE & L E R FEA B MNEUR
sl o Bl FLERIEORE ~ R AR S~ FLUCHLE B RO
WAGENY) S HozE i o

(3)Food safety management certificates © /= JE\ & 0 7 IR TR AL 583 7t
ZEERIRE IS > SIS &R T e B ARG EERE
AR B A REE - DR EREER - B« BIakeom 2 mE
e ayiaa

(4)At border inspection and testing * /b B iR EEL AT E i LA 100%HY &
b Bl el RSt & ieR > EEHHE2NRRE - BoR
A% S dmb o

SO EZ O EE HFFE e ER e T8 EE&R 7 (Voluntary
compliance arrangements) ;> &EBELEINBURSEGRER - = ElR B mE TR

5B S A (Voluntary Certification) » HATTHHR Y ERR H] LIRE100% 17 22 5%

Bian - ZRE A iE AEESE - RGN RS T B in i L1 & #LE B (Food

Import Compliance Agreement, FICA ) |, » BRI B EH B ZE S

B LG SO e H &R & - BA FICA HYHECTRE ] LLE DI L E

B AL - DIETEE I BRI S 38 - DAFF 12538 7 B2 e C1Rg Y

FY A HETIIEIE -

B B8 E g B dn(Risk food) M BE#72 & fm(Surveillance food) » HAERAT -

(DEFE & - W LL100% Y & B - B SHE G A IR Fs25% » P
SRR ERE 1R T5% - ANRAEREANEE £ 100%HY E5R -
QEFEEm * WL PHI AR - WA S AIEEH - [F2ER
[ i 3 A Ay & L (Holding order) » BV i AFFE7100% & 53 -
S AR - AR REH I E T -
HARR 7 R ESEME > FEREEWAFREZNT - LRGN
DAFF 78 B A/ VEEEE G R oy B R i - DA A s - 1
DAFF Fr BRI E R EEW AR E - BEETR B E I -
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1. FH

HEOEW AMAEELERE T F®R > W25 Ful Import
Declarations(FIDs) » #E[1pEE{HARH A (Customs brokers) /AR Integrated
Cargo System(ICS  Z4%) ¥R i &l > AISRJE /@Y IFIS SEABRAYZE o -
EiExc#a g DAFF Y Agriculture Import Management System (AIMS (&l
V) » PRI B P e — 0 FE U (HS Code) @ @y g &ran ~ Bifi &
fi S i (holding order) B > W15R: HS Code #2224 57#F » DAFF &2 ICS
A R O R R E & AR o B oy~ BUREEUE B E IR
& DR SRR -

Customs broker ICS AIMS Laboratory
(eResults)

RO - SRRATTRERANY ICS S H - BHIHRE AMS 54 0 MRS REREET
IREEZE AIMS 245 -

WIRZ BB AR E O - G0 : S EOKE m - B S
HE I Rg B A HA K 04 F {84 Cargo Online Lodgement System (COLS) » —
rE O e A —Em— 3SR - BANASREaTEHE
FHRENEZ Em BN G EHg - DUBSREHES - 28HE %
HFHE—FNAR - WRBEHNE AR R R ryZoy - 82
LR REGRE &R e B ERIUIRT & - B VAR EHN
EHIEREER » DAFF FIRE @ EORMEIRGHE(L - DAFF S5aTH S0 K&
By & 22 5K B 88 Minimum documentary and import declaration requirements

policy) » FFSRFTARHREIRASC 4 BRI ERF & A BUR -
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F—{EHEEZE Lodgement) HFRFRNIEE A
(DI A4 T
(2) LI HAE
(3) LIPS B
(4) Bin 7B
(5) Ehn 4t (Line) © ] 27 fn(Batch)
(6) B ELHIHEHT(Lot) * FEAHFEI TG FRI: - AHRINRF A A (Gl 224/ N

(7) Tl B (L B
(8) BLitipg 4ot © A DURBUERG ~ IITRE ~ BURRECE A AR -

EARERBREFEE M EEES  RMER AR BSR4 - o] DUt
MR T » HERHE BRI ICS AEAFAERYACHS - AREE(RHS > HECTRE H] DAH
sty > SSAHECIEIE AR A ~ BsRARAn20 KG/L DU E 1 2 g > 3
s P AL =] DA FH s A QS

2EEFE

FHETCSEYL e REMLE EHy WA R0 DUk
BB R BV E S - BIAEEERSE - s~ iR T o &
FHEEBGHFLTIA HRENSLATREI N - ARG R EEECH
LIREREFBUTHGHIIMNE - B E s E R E e - S0 A
fi_E SR GENA] - (A SR & HORHE LI F2 BraRACL - QR E
AT T —hed > GEHHAI(Food Control Certificate, FCOSH#ELIRE + 41%F
PR IE - N2 (6 LR S TR -

g

3RS AR

AECIPEHURE] FCC i@A11% » Fi DAFF THEYEERAVIE - Wifik FCC i@
K1 EFTYIRIRRERTRH - B DAFF % a]ny B e 4 BB i in B = -
B = AU R o] DI i d - ORI R E - BREIE

R A1 DAFF R ThekR - feled HELI R ERGERE > Mo Eh
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AR R RSB - BIHELZRBIHE R - AATIR DAFFE

WIBEE R B L 7R TRR S 5 /N R AR > aJ LR BARERT =
AEFTEER(Virtual inspections )(B71) - BEHEHEETTALIKE » S—F#T T
A S00 Y4 b EH A B -

E 7 -~ DAFF E# E ~ & LR A & - (B /H & B

https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/inspection-testing)

WNFEETE S BRI ER - EOFNERA SRR E R E R
#f > B DAFF B BEITHES > HEFRECREEE ALY B IREAE T
EERTHITESE o flr 7 ZUMKEE i in T (batch) Kz AE SR (oD M 5T (1K — 23
=) BB EMREMAIRIET > FEEH R e niains - —RE
—EHESEEEELS (31002 5 AR B R HE TIR SR (& /X) - 4R ] LIgHSE
B MREREE - GHEARVEAYE! 73 € 5 SRR e 2 fnf 58
Bk > o Rl H G HURS(ERR A fan « #br- ~ 82 50k telni P
KRB B—ESFE R A 184 ~ ORI EHEE > 5
{EESR R L2000 A > (BN AT AT E mn iR R TH H & R AU (i
A o AFEREENE F SR B2 RIA R FEOREC R R AR &
HUBE TR i B AR - HUER et » DAFF 88 T amERHE
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(Imported Food Inspection Report, eIFIR) » N A& U & K2 fhie 4 1] B
AT > G R 2 0 B i = R U B A i

T~ R R an (RS S — e hliBa ) ~ Baii feln SR R a5 =20

Rate of sampling

Item Number of lots in batch Number of lots to be sampled
1 1 1

2 2to8 2

3 9to 15 3

4 16 to 25 5

5 26 to 50 g8

6 51 or more 13

Imported Food Control Regulations 2019

R A R (R B (R Byl 7 50

Rate of sampling

Item Number of lots in batch Number of lots to be sampled
1 1 1
2 21025 2
3 26 10 50 3
4 51 or more 4

Imported Food Control Regulations 2019

R= - EREASRIFAYREE )7 =0

Rate of sampling

Item Number of packages in batch Number of packages to be sampled
1 1to5 All of the packages

2 6 to 4,800 6

3 4,801 to 24.000 13

4 24 001 to 48,000 21

5 48,001 to 84,000 25

6 84,001 to 144,000 48

7 144,001 to 240,000 60

8 240,001 or more 72

Imported Food Control Regulations 2019
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Full import declaration (FID).

FID = entry

One consignment can have multiple batches

Consignment = line

Batch 2

&N~ T A ORE R

4 BB E R A B8 1% T
EREneinsi S HES] AIMS 2% » F%581% > DAFF &8l
B B (Imported Food Inspection Advice, IFIA)45#E 1R » H &R &%
R R A% B R PR TR - MBI R &8 > A LISIRAHIE ~ RS SEH
WREEHESER A G » DAFF 8 —(HEHldqg< - AF 2 &AL
Em S FRA > EFSHUEESIRE OB EmenEiR ettt o F
Z&R100% 2 E SR - BRI & ASEREIGROE - O A HEEER -
{ERTA L EIGE AR EI28 KN » HIEEE T # & » DAFF SR E10(E LIFR A
(5118 o Al SR Y 2E o [F) I € E R H 1B 2 R fEEE - W04 H i DAFF
BN SIS ELER -
SRty
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Bt > b e ] R (R A ~ [E B RS ~ [EAE A o MRS E R
DAFF SR I E IR -
6. E
AT Rl —(E FID HYBEH 53 R 22 43T ($903TT 1) ~ Vi
63TTAME (X133 a ) - ERRMEE LIS rE A ERAE > FHEE
BEABTURBEITTILEY) - TS IEERE B - &
GAEZEU RIS H R B & A AL 62 TR (KV1,3027 8 ) -
WRAETE LI R & - BRALFR S E ST 18T (3Rt a6 )
H2/DESA2EBE A > #ORGR DIR S ERAESE - {2 DAFF AHEEELE
JE EDtrE & - (DT LR EHETR)
BTEE
BB O RENEE - BRI EEETEE - WAHEFIHIEHR
FEARE] ~ B RS AR TR E SCRHIZESS > HATEE 102 (HEI%
HETEEH  HEg 2 EHE S BT EREHE EL AGUE S S e-Cert
AR E e-Cert 38t @ AIRAMREZEL A Y 1L ] LA T~ FAEHlE
R > 1ERERE I B4R - HE COVID-19% 1572 8 » UM BN th 383
AEFZBIZFIAIE TGS T3 EREA R E B AR
BT R E AR R U A SEHS R - BB R E TS EHE
G2G HyALH - wIFERRIREHVIBIE - [FIRF o] LSt L1 BUR BIREE - DL
REFRE - 207 M R e URIRHEE > ARZITRHY 106 K158
BRI P B SN BT B 1R85 2 AR - RN BUR H RiRF R A [F] PR
HekmE - DIRGRISRES —1L - A — (#2021 22026 F B 1585
aTEl
LIEAR R AR BN 2 By E T 5 2R
2. e-Cert w256 N BRETIHYE% 2

3. B A R L 5

B
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|AL - EE S ETEMER - BFEUFEFEEILAL35A 0 LLR202FER
Bl » —HLFEEI06AHFEFE - BIEMAELE AL F 30N - AXARE
PRI 105 17TH 2381555 B iR RIS E R (Sydney Regional Office) -
AT B2 E R EER B - B L AENE e A TE
(Et) » ABXZAEEIESE - O] DEE B S80e (it e TiadE
mnfE ~ RS AR A IERE - BB th & A B O L
BEMEN ST EE I NE IR EE  MFEEOESAEALLS
A7 LA R 305 HIUA SR BB AR & a2 (181 /) - AR R R
BREM N RS -

&~ BRGNS E N - HNER AT E R E (R ORERE) K&
izt MEENA 2Rz afANEE) -
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FUMIGATION |8

KEEP OUT |

(EVANS EEI DAFF B EHf %BA%&E’J&zéiuﬁﬁdﬁﬂﬁz@{%ﬂ HFELIR
(felE) DL S a Gt N E ARG (A E) -

() dEAREBEAYZ e ERELS  SMEE OB - ARA B
WS EY) e ted ] DURT > AIERE Eak @B (BT - BT e
Bkl R R AR I0KR /A - Ml e - 18w DURFG A S RAY EE i
TEIE CHYGEF L - (HAREHE - MREHEEWRBETHE 85
SIHL RRERERA S LETHE - gEAESHA - HREHH
F—ZY B E R BTTRE -
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&L~ mEBRARATEELE) - ST R LBITEE) -

= SHEAEET LR ERERES
(—)  ZHL - ERARAT RIS AR BTG o R RN R AR E
 HRIAGSEEIEN A & » 22 ROER A S S S A R L
A SE AR 0 ik 2RO S AU -3 - Ve f. DAFF HY A B B EEEAE
H#S UL - DAFF EERREAEY)Z2H 5 FIF2D Xray K&3D X-ray
BF(E 1) > 2D-Xray fHsECUR bR - LZER A TFT B EL ST -
TRERF 42097 88 - M {EF3D-Xray (£RE30M BRI RIE R & A = B R E S
AEMKRERESAET  TARERGIREEREEAEEET
ARG E(E ) - RS A AR L - NREEAREEY] - B
se S —IRERRREEAG 2 S8 - 2P - SHERAVE
HIDAFF 242 - {EEpgzE m AR E T30 - BEE miA B sH
EACHEERY DAFF 1Y £48(Mail and Passengers System, MPS) » DAUfHEAE3] -
Wi D RE Y 60 PR 40 B 7S Ze R o o DL 0 FR HR B EE AT (A
Import Permits){& 40158 A » &S @A ASREAR: -

W

/LJ\
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& -+— ~ K inieE s -
B PRSI & B S I TR S8 1T R A28l o - FrA TR E
SEFTBARBFTRTI AN R e T ARRE AN E - RITEIENFEE - REFE
EBIZ AP - Tk MR FEE S A HE R EE )
TRF T TR B BB TR ~ Xoray BUSIERAVRE DA BT =
JEV B FE o K A0 A B R A ) o 1T A 5 8 = L e E o )
PHET  WIRGE M ALE - BRI - BB R DIETER - 10[F
BEECH% Mail and Passengers System © 451 BE{I7ET8% Fy313 0 HIE(496,5737T
G > MREE RS & RS BIEE LA12BEAY ~ 6B R 2BEA 51188 - ALK
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SR Rs i RLLREE S @RI E R - [ E S Ay ke E 2 S E H
$%%mﬂl+_)

[+ F&%@%ﬁ%f HHERHHES -

ALERT!

KEEP KHAPRA BEETLE
OUT OF AUSTRALIA

Declare plant products

-v
L2 2N
- Dried chilli
. S i . ‘
DON'T BE i
‘SORRY’

B-= SRR T SR B R
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BsaHEME—

DS EEERER
S0
FRTEET20204F S35 TAR -

R TR (%
KGR S A B

FiE 22 2023 EE AR BT > TR M

nIE R AR EHHIE o R BT S 1B -

5 RN M R = e B T B Bl EE R 27+ DAS R BE RN (AR e & 4H I 17
A EELR RN o AAET TR RN = BN B SR Y B T A B A B i i A

HEHEENIEETTSE » BRERGESOIN - IMEREE OEERY J7 AR B 20 ey A
B RN - BELUEAE T RN B SRR o ORI e EH
BHEEHTERI R -
DN Ry B S e [ 228 1 A B 6 P& 7 BERE
THH M =8

ESRAE | 19920 & s E VA B e EHA
(Imported Food Control Act1992 ) | & b KM B e i A B %
SfE B PR #i (Imported B i R AR B 2 i A B2
Food Control Regulations 2019) Cid
&S E B P (Imported
Food Control Order 2019)

WA Bm | EEe m e E R | BT e L 2y B R

EERIRRE | TTCRAFEREZE ~ MAERME | T(EBEIeE EGEEl s
=) =)

A B | FEELL235 A » BEER | FHlIE=UA 82 A RIEERA

EEgrh . | AJTHREI130 AN SAEEERE | JT100 A BN AR E 2 4E AR

AT A~ PEERE - MEITA - T | WERGERE - KE - 2R RS
R~ R SCEMAY T E S | )

& .

2022557 | $1:396,482 F1 55 25 (DA B GRS | 724,180 B R (LA BB EE &

AR |51 0 HP2L019E EEEE ~ | E9taT) - H A ia%65,680

BrR b | 43,655(ETER > Hins20,7211H | #t > Hefakso6,340(EEE

Eian44 THE -

A= | KERETFHEH > BRI A | BREFHH > DPE@E RS
G FENERNVESS | HH R K220 hEE
RFERHIE R EHY 247 © B~ VifeE - BEEE SR &

5 5T 1% P ELE R R B
DU ER R ER

THICHE | AL HERAKRE 7 E m |
TR - BEmTEETES
B s ] P
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SR ERGEATAHRE
sl AT R RE IS > MRS
LB ERILCE: > RERE D FERN
TGS ~ B & EE
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Biosecurity and Imports

19 October 2023

Ashleigh Brayshaw
Animal and Biological Imports Branch

Biosecurity Animal Division

Hi everyone! My name is Ashleigh Brayshaw, and | am a senior technical officer in
the Food Biosecurity Imports team, which sits within the Animal and Biological
Imports Branch and more broadly within the Biosecurity Animal Division.

My team is responsible for implementing biosecurity policies to allow for the safe
movement of animal and biological products into Australia. We provide technical
advice to internal and external stakeholders, publish import conditions, and develop
instructional and guidance material.

The team assess a range of goods, including:

* Dairy

e Eggs

*  Retorted and unretorted meat and meat products
*  Therapeutics and cosmetics for human use

* Seafood and aquatics for human consumption, and




*  Animal hides, skins, and fibres



Biosecurity Continuum

Pre-border activities i Border i Post-border activities
(overseas) i activities i (in Australia)

Anticipation, prevention, H Prevention, preparation, ! Detection, response,
preparation | screening, detection 1 recovery or adaptation

\
$

v 5 @ ‘ ESTABUISHED PESTS
Australia’s approach to'managing Lo = ANDJIOISEASES

risk of incursions of exotic pests and
diseases is multi-layered, involving

o e s sy B
e il

complementary measures applied
along the biosecurity continuum.

+ Import risk assessments i« Import permit decisions |« policy and program

« Offshore verifications i+ Screening and inspectionof | development

« Inspections i vessels, passengers, cargo |« Coordinating surveillance and

« Audits i and mail | diagnostic capability

+ Collaboration with | » Managing risks of live plant |« Preparing for and responding
international partners ; and animal imports { to incursions

« Building regional capacity i« Audits and post-entry |« Research contributions

« Intelligence and surveillance i quarantine i« Assisting landholders to manage
to assess potential biosecurity  § * Raising biosecurity awareness i established pests and diseases
risks i of travellers, importers and !

industry operators
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As discussed in the previous presentation, Australia’s approach to managing the risk
of incursion of exotic pests and diseases is multi-layered, involving complementary
measures applied along the biosecurity continuum — at pre-border, border, and post-
border points.

Some of the department’s activities extend across the entire continuum.




Biosecurity Legislation

Blosecurity Act 2015
PR

urity (Conditionally
rohibited Goody)
rminal

Bimecurity Regulation 2016

<

ion 2021

Compliation No. 11

Compit Lo
[ —

aghteret
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The department regulates goods imported into Australia.

The importation of some goods is, by law, subject to certain biosecurity import

conditions. Some goods are not permitted entry, while others are only allowed into
Australia subject to meeting import conditions that mitigate the biosecurity risk. This
may include the requirement for an import permit.

The primary legislation that provides the legal powers for all of Australia’s
biosecurity activities is the Biosecurity Act 2015.

The Biosecurity (Conditionally Non-prohibited Goods) Determination 2021 and the
Biosecurity Regulation 2016 are instruments made under the Act.

*  The goods determination lists alternative conditions for bringing or importing
goods into Australia. If the goods determination does not list alternative
conditions or the alternative conditions cannot be complied with, the goods
must be covered by an import permit to be eligible for import into Australia.




The biosecurity regulation provides information relating to the exercise of
powers by officials under the Act and sets out the necessary information and
reporting requirements. For example, the regulation prescribes time limits for

decision-making, and the parameters for varying, suspending or revoking
permits.



Developing Import Conditions

e Start the risk analysis by reviewing the science on pests and diseases of concern
e Assess and analyse biosecurity risks

e Develop proposed risk management measures

e Consult the public on the draft report and then review comments

¢ Publish a final report

* Develop import conditions

* Publish import conditions in our Biosecurity Import Conditions System (BICON).

Start Assess Release Consult Finalise Publish Develop Publish
risk analysis biosecurity  draft report with the risk analysis  final report import import conditions
risks public conditions on BICON

Department of Agriculture, Fisheries and Forestry 4

Australia is a member of the World Trade Organization, whose primary purpose is to
ensure safe and open trade for the benefit of all its member countries. For this
reason, the department must consider market access requests, also called import
proposals to bring plants, animals or other goods into Australia in circumstances
where import conditions have not been established.

During the assessment of these requests, our scientific experts determine if the
product can be safely imported into Australia. One way they do this is by conducting
an import risk analysis.




As part of this analysis, our scientific experts recommend import conditions that
must be met to import the goods. If countries can meet the conditions, they are
published on the departments Biosecurity Import Conditions system, BICON.

From here, imports may begin.




Biosecurity Import Conditions (BICON)

System

Importers can use BICON to

I Import Questions

v ) O O
‘ apor Qunstioos Onstors Owcomes

determine whether a commodity
intended for import into Australia: i s ~ Case: Human therapeutics and medicines

Department of Agriculture, Fisherles and Forestry

is permitted x
iS Subject to import COnditiOnS S brot 6 Is the product for human therapeutic use as defined by the Therapeutic Goods Act 19897

requires supporting
documentation

requires treatment

needs an import permit. | e ey

6

BICON houses the biosecurity import conditions for more than 20,000 plants,
animals, minerals, and biological products. Importers can use BICON to determine
whether a commodity intended for import into Australia:

Is permitted.

Is subject to import conditions, including the requirement for supporting
documents, treatments, or onshore intervention, or

Requires an import permit, including the requirement for supporting
documents to accompany the permit application to ensure a biosecurity risk
assessment can be conducted.

It is the importers responsibility to comply with the department’s import conditions
when importing into Australia.

If importers would like to stay up-to-date with the latest import conditions, they can
subscribe to a BICON case to receive alerts and change notices.




Import Permits

o |f an import permit is required, importers can apply through BICON.

»  Most import permits will be issued within 20 working days of completed applications being
received and paid for in full.

«  Applying for an import permit does not automatically result in an import permit being issued.

To apply for an import permit you must complete an application for Human therapeutics and medicines

Apply Now

I Registration

© O O O O— O

In peogress 10 do Todo To do Todo 10do
Conditons Of Use Account Type Account Details Confirm Email Set Password Registered

Before you can be granted a user account in BICON you must agree to the following conditions of use. After accepting the conditions of use, you will be taken to the next step in the user registration
process.

Department of Agriculture, Fisherles and Forestry

If an import permit is required, importers can apply through BICON. The department
will assess the application and may decide to grant an import permit subject to any
conditions deemed necessary for the safe importation, use and disposal of those
commodities.

Most import permits will be issued within 20 working days of completed applications
being received and paid for in full. Applications may take longer if:

° They require technical assessment

. Incomplete or incorrect information is provided by the applicant
o Additional information is required to continue the assessment

° The goods are novel or have been prepared in a novel manner

° If the goods require policy advice to support the assessment

It is important to note that import permits must be obtained prior to goods arriving




in Australia. This is because, under the Biosecurity Act 2015, goods become subject
to biosecurity control upon entering 12 nautical miles of the Australian mainland or

Australia’s external territories.

Applying for an import permit does not automatically result in an import permit
being issued.



Standard Permits

Standard permits contain a specific set of
conditions that have been assessed by the
department as being appropriate to manage

biosecurity risks for a certain commodity type.

° The application process is quicker
° Applications are cheaper
°  The permits are broader

* The validity period is longer

Department of Agriculture, Fisheries and Forestry

';" Australian Government

" Department of Agriculture,
Fisheries and Forestry

Permit to import conditionally non-prohibited goods
This permit is issued under Blosecurlty dct 2015 Section 179 (1)
Permit: 0001234567

Valid for: multiple consignments
between 19 October 2023 and 19 October 2028

This permit is issued to: Agriculture House
70 Northboumne Avenue
CANBERRA ACT 2601
AUSTRALIA

Attention: Dr. DAFF

This permit is issued for the import of Biological products (Standard goods).
Exporter details: Various exporters =

This permit includes the following good(s). Refer to the indicated page for details of the permit
conditions:

1. Human therapeutics and medicines for use in clinical trials
End use: Human therapeutic
Various countries
Human therapeutics for use in clinical trials Page 3

Country of origin:
Permit Conditions:

NOTE: Where a good has more than one set of permit conditions please read each set to determine
which set of permit conditions applies to a specific consignment.

End of dity list

The department utilises two type of permits — standard permits and non-standard

permits.

A standard permit contains a specific set of conditions that have been deemed by
the department as being appropriate to manage biosecurity risks for a certain
commodity type, without requiring a case-by-case assessment of the goods. The
department has implemented a range of standard permits to help streamline the

permit application process.

The benefits of applying for a standard permit include:

. Quicker application process. With import conditions already set and no
supporting documentation required to complete the biosecurity risk
assessment, the department can process applications in a shorter timeframe.

. Cheaper assessments, and in some cases longer validity periods, and




. The permits are broader as they apply to a commodity type, as opposed to a
single assessed good. Once approved, a standard permit may be used to
import multiple goods in the same commodity type, provided all of the
conditions can be met.

Importers must self-assess whether they are able to meet all of the import
conditions for a standard permit. If they can, then they may apply.

If unsure, importers are welcome to contact to the department to clarify
requirements or submit a non-standard application for assessment of their goods.



PRODUCTION QUESTIONNAIRE FOR THE FOLLOWING

IMPORTED PRODUCTS:
O n e a n a r *  Human therapeutics and medicines

Bulk ingredients for manufacture into human therapeutics and medicines

L]
Questionnaire requirements:
e Thisq aire must be d by the MANUFACTURER of the goods intended for

export to Australia.
* This ire should be itted with the \ for a permit to import any of
the goods outlined above Into Australla.
The information collected will be used to determine import conditions for these goods.
Please use additional paper/attachments if Insufficient space.

Please consider all ¥ In this carefully. Failure to complete the questions
or provide supporting docum entation will result in delays in the processing of the import permit
application.

Non-standard permits require a detailed
biosecurity risk assessment to determine
whether the goods can be imported and what
import conditions need to be applied.

1. Import Permit Application reference number (If known):

2. Where Is the product manufactured? (Please provide name and address of the facilty)

Name
Address

City: Country:
z, o, Phone: Fax/email:
e The permits are product specific

3, Exporter’s Detalls (if different from manufacturer)

e Supporting documents are required Name

Address

| City: Country:
Phone: Fax/emall:

Department of Agriculture, Fisheries and Forestry S

If the listed import conditions cannot be complied with, then a non-standard permit
must be applied for.

An application for a non-standard permit will require a more detailed biosecurity risk
assessment to determine whether the goods can be imported and what import
conditions need to be applied. During the assessment, you may be asked to provide
supporting documents, such as a questionnaire.

A questionnaire is a document to assist manufacturers in providing the information
required as part of the department's biosecurity risk assessment, which were
created to streamline the assessment process.




Permit Conditions

Health certificate

with the provisions of the World Organisation for Animal Health {OIE), by the competent authority of the sxporting
rirnal that is to be irmported into Australian territory from a place outside Australian tercitory that has been signed by

Acertificate, issusd in conformity
cauntry for an animal or part o
an official veterinarian from the ex

porting country,

Official government certificate

A government certificate that has been issued by the competent authority of the exporting country (unless otherwise specified) that details the specific
requirerments for the goods and links to the consignment.

Government endorsed manufacturer's declaration

A dedaration provided by the manufacturer of the goods, which s specific to the goods in (he Consignment, altests Lo the contdiion/processng/i eatrment
of the goods and is endorsed by a Government Veterinary Officer,

Amanufacturer is the entity that has madesmanufactured/produced/processed the goods that are being imported.

Manufacturer's declaration

Adeclaration provided by the manufactures of the goods, which s specific Lo the goods in the cansigrnment anc stiests 1o the
conditioryprocessing/tresunent of the goods,

Arnanulacturer is the entty that has made/manufacturec/produced/pracessed ths goods that are being mportsd

o of Agricuf h Forestry 1

To demonstrate compliance with the permit conditions, the importer may be asked
to provide documentation such as:

. A health certificate — which is a certificate issued by the overseas regulatory

body of the exporting country that has been signed by an official veterinarian.

. An official government certificate — which is a certificate that has been issued
by the overseas regulatory body of the exporting country that details the
specific requirements for the goods.

. Government endorsed manufacturer’s declaration — which is a declaration
provided by the manufacturer of the goods and endorsed by a Government
Veterinary Officer.

. Manufacturer’s declaration — which is a declaration provided by the

10



manufacturer of the goods.

Please note that this is not an exhaustive list, BICON will outline how importers can
demonstrate compliance the import conditions.

10
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When goods arrive in Australia, whether it be via ships, planes, travellers, or mail, we
first check that they are allowed to enter - that they meet our import conditions and
that they are accompanied by the required supporting documents.

If they meet our conditions, we will inspect the goods and packaging to check for
any unwanted plant material, dirt, insects, and diseases. These are known as
biosecurity risk material.

If we find something of concern, we will hold the goods until the risk can be
identified and addressed.

If the goods don’t meet conditions, they will be treated, exported, or disposed of in
an approved manner.

If we find the goods are free of biosecurity risk material, and all the import
conditions have been met, they will be released.

11



Questions?

P

ﬁ!{' www.agriculture.gov.au

@ Imports@aff.gov.au

% 1800 900 090

Subscribe to Import Industry Advice Notices to get up to date
information:

https://subscribe.agriculture.gov.au/subscribe

Department of Agriculture, Fisheries and Forestry
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Te Mana Kounga Kai - Ahitereiria me Aotearoa

Talwan Food and Drug Administration (TFDA) visit

Tracy Hambridge and Nora Galway

Food Standards Australia New Zealand
19 October 2023




Part 1

Overview of FSANZ and the Australia and
New Zealand Food Regulatory System
Tracy Hambridge

Acting Section Manager — International and Dietary
Exposure Assessment

Part 2
Imported Food Risk Advice

Nora Galway

Section Manager — Food Safety and Microbiology



Overview of FSANZ and the

Australia and New Zealand
Food Regulatory System




About Food Standards Australia New Zealand (FSANZ)

 FSANZ is an Australian statutory agency
within the Health portfolio.

* Maintains a comprehensive list of food
standards which are published as the
Australia New Zealand Food Standards
Code (the Code). -

- The Code is a legislative instrument, that is given
effect by state and territory or New Zealand laws.

+ Science (risk assessment) and evidence based.

+ Office in Canberra and Wellington.

ana Kounga Kal - Ahitsreiria mo Aotearoa




Australian Government System

* Federal system

» Comprises Federal
Government

* 6 States, and 2
main Territories

* Local Government
Authorities

PrOOD e




Where does New Zealand fit In?

* Most of the standards in the
Food Standards Code also apply
In New Zealand.

« "Agreement between Australia
and New Zealand establishing a
System for the Development of
Joint Food Standards”

(the bilateral Treaty).

* Trans Tasman Mutual
Recognition Arrangement applies
where food standards differ
between Australia and New
Zealand.

D TOOD e e




Australia and New Zealand’s Food Regulatory Framework

_————— _——————
- - -~
- - o ~

FSANZ /N POLICY

. Standards Food Ministers Meeting

. Ministers from
+ Coordination ‘ ( ;
\ _ . Commonwealth, States /
\ * Advice ____)___&Territories and N2)
/__.ENFORCEMENT-__\ ___.
'« Statesand Teritories  \
* NZ Ministry for “,
Food Primary Industries ,.'
industry - Department of /
Agriculture (imported A
foods)

-
S~ - = "
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FSANZ Act

Food Standards Australia New Zealand
Act 1991

Act No. 118 of 1991 as amended

This compilation was prepared on 29 July 2002
taking into account amendments up to Act No. 63 of 2002

The text of any of those amendments not i force
on that date 1s appended in the Notes section

Prepared by the Office of Legislative Drafting,
Attorney-General’s Department, Canberra




FSANZ Act

The FSANZ Act sets out four goals for the agency:

 a high degree of consumer confidence in the
guality and safety of food in Australia and New
Zealand

- an effective transparent and accountable
regulatory framework, within which the food
Industry can work efficiently

T A A DO
FOOD o TANDARDS
Australia New Zealand
Te Mona XKounga Kot - Ahitereiria me Aotearoa

* the provision of adequate information relating to
food to enable consumers to make informed
choices

- the promotion of consistency between Australia,
New Zealand and international food standards.

ana Kounga Kal - Ahitsreiria mo Aotearoa




About FSANZ - What else do we do?

* Undertake surveillance of the Australian food

supply
e.g. Australian Total Diet Study (ATDS)

* Coordinate food incidents and food recalls

* Provide risk advice to the Australian
Department of Agriculture, Fisheries and
Forestry In relation to imported food

* International engagement

h IR 8% -,
& ¥ X SR2IT A ,’.v.. v ‘ -
L A< g e 5 AN R i ¢
PR E 5 A e DO o e e
o ”;‘ & T e T o - R T ]
m N S VI o P S P
: e A, R -~ i
- SN T 'f’)'k-; N
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About FSANZ — What we do not do

Enforce food standards

Set or manage food policy

Regulate therapeutic goods or dietary supplements

Regulate agricultural and veterinary chemicals, or industrial chemicals

Regulate imported food




The Australia New Zealand Food Standards Code

Chapter 1 - Chapter 3 - Schedules

Definitions
Labelling
requirements
Use of
substances
added to food
Use of new foods
MRLs (Aus)
Food processing
requirements
(Aus)

Food product
standards:

» Cereals

* Fruits

Vegetables

Dairy products

Beverages

» Special purpose
foods

» Food safety
programs

* Food premises
and equipment

Primary
production
standards

Australia only

» substances added
to food

» use of new foods

* Permitted MRLs

* Production and
processing of
seafood

* Poultry meat

* Meat, and

* Other
commodities

D rOCD e



When developing measures we consider

’———~
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oublic health | | 2dequate . misleading
=il e '+ Information to , and deceptive
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We also consider

In developing or reviewing food regulatory measures and variations of
food regulatory measures, FSANZ must also have regard to the
following:

(a) the need for standards to be based on risk analysis using the
best available scientific evidence;

(b) the promotion of consistency between domestic and
International food standards;

(c) the desirability of an efficient and internationally competitive
food industry.

’:OOD STANDARDS
Australia New Zealand




Things we take Into account at FSANZ

, Regulatory partners
Dietary exposure

assessment Nutrition

Toxicology

Biotechnology

RISK COMMUNICATION
Microbiology

Expert advisory groups Social & behavioral research

Governmental & international
agreements

Stakeholders (consumers,
industry, health professionals)

Ministerial policy
guidelines

Trade & International
Standards

Cost benefit

Labelling

FSANZ Act and other

Legislation



About FSANZ — Our Structure

Chief Executive Officer (CEQ)

Risk Management and Science and Risk

SEREEID ST E A s Intelligence Branch Assessment Branch

g FOODSALS
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Two main pathways for setting food standards

Application

Anyone can apply
Statutory timeframes
Targets a specific standard
Public consultation

FSANZ Board approval Proposal
notified to food ministers o Initiated by FSANZ
for ministers’ decision.

No statutory timeframes
Large, complex changes
Extensive consultation
FSANZ Board approval
notified to food ministers
for ministers’ decision.

D TOOD e e




International work

FAO/WHO .cp'

Expert
Meetings &
Consultations

Visiting
Cooperation Delegations

Forum

International
networks &

liaison
I@] groups .cp'

Codex
Committees

OECD -
Novel Foods
& Feeds
Working
Group

Multilateral \
Relationships

Bilateral
Relationships

'S
[
I
\

SIS
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Imported Food Risk Advice




Regulatory Environment

« Department of Agriculture, Forestry and Fisheries (DAFF) i
* Protect against biosecurity risk

IOl
* Food safety of imported product Biosecurity Act 2015
« Food must meet Australian food standards '
+ Risk based border inspection program

R L

Imported Food Control Act 1992

- FSANZ

* Develops assessment policies for imported food
« Conducted a review of risk category foods between 2013-2016
* Provision of requested imported food risk advice from 2017 onwards

4 e

Food Standards Australia New Zealand Act 1991

Australian state and territory jurisdictions are responsible for implementation of the
Food Standards Code once food enters the country (i.e. post-border)




DAFF’s risk management role

Food categories:
»  Risk food (i.e. food posing a potentially high or medium risk to public health)

The rate of inspection starts at 100% and then:

» is reduced to 25% of consignments following 5 consecutive passes
» is reduced to 5% following a further 20 consecutive passes

» is increased back to 100% if a risk food fails inspection.

» Some risk foods need certificates for import.

»  Survelllance food

» 5% of surveillance food randomly selected for border inspection against compliance with Food Standards
Code; visual and labelling and range of micro/chemical hazards.

»  Compliance agreement food

Imported Food Inspection Scheme - DAFF (agriculture.gov.au)

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnn



https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/inspection-testing/ifis

Provision of advice

« FSANZ provides advice on whether
Imported food potentially poses a medium
or high risk

 FSANZ provides advice to DAFF:

* Review of ‘risk foods’
* (Imported Food Control Order 2001, Schedule 1)

* In response to an incident
« Upon request from DAFF

Schedule 1—Risk food

(suborder 4 (1))

1 Kinds of food

For suborder 4 (1), the kinds of food are each kind of food that 1s described in 1 or more
items of the following table. Each item of the table is to be read separately and in
addition to each other item.

Kinds of food that are required to be inspected, or inspected and analysed

Item Kinds of food
1 Beef
2 Beef products
3 Cassava chips that are ready-to-eat
4 Cheese in which growth of Listeria monocytogenes can occur
4A Raw milk cheese
5 Cooked chicken meat that is ready-to-eat, but is not canned
6 Coconut that is dried
7 Crustaceans, including prawns, that are cooked (whether or not chilled or frozen), but are not
canned
8 Fish of the following kinds:
(a) all fish in the Family Carangidae;
(b) all fish in the Family Clupeidae;
(c) all fish in the Family Coryphaenidae;
(d) all fish in the Family Engraulidae;
(e) all fish in the Family Pomatomidae;
(f) all fish in the Family Scomberesocidae;
(g) all fish in the Family Scombridae
SA Fish products that contain more than 300 grams per kilogram of all or any of the kinds of fish in
the families mentioned in item 8
8B Ready-to-eat finfish
9 Manufactured meat that is cooked, including meat pastes and paté
10 Ready-to-eat meat of the following kinds:
(a) uncooked dried meat;
(b) uncooked sausages;
(c) uncooked spreadable sausages
11 Marinara mix (whether or not chilled or frozen)
12 Molluscs Bivalve (whether cooked or uncooked)
13 Paprika that is dried
14 Peanuts and any food that contains peanuts
15 Peanut products and any food that contains peanut products
16 Pepper that is dried
17 Pistachios and any food that contains pistachios
18 Pistachio products and any food that contains pistachio products
20 Cooked poultry paté and poultry livers that are ready-to-eat, but are not canned
21 Seaweed—brown only
22 Sesame seeds and sesame seed products
23 Human milk and human milk products

g FOOD
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Examples of imported food risk advice provided

Market access requests
« Cooked turkey and duck meat
+ Raw beef

Linked to adverse effects
- Caffeine

Food potentially containing hazards of risk to human
health
* Human milk
 Biotoxins in bivalves
 Horticultural produce

Te Mana Kounga Kal - Ahitereiria me Aotearoa




Advice provided

QT NI/ f Q
% F OO D Australin New Zoaland
Te Mana Kowvhas o ANiterecria ¢ Aolearon

 To date, advice published for
112 commodity:hazard pairs

* Imported food risk
assessment document
detailing how the risk advice
IS prepared

http://www.foodstandards.gov.au/consu
mer/importedfoods/Pages/default.aspx

Imported food risk assessment

How FSANZ assesses food safety risks from imported foods

December 2018



http://www.foodstandards.gov.au/consumer/importedfoods/Pages/default.aspx
http://www.foodstandards.gov.au/consumer/importedfoods/Pages/default.aspx

FSANZ risk assessments

Risk Profile

Risk ranking
Seafood

Qualitative

Noroviruses in oysters One Pathogen:One Commodity
Roquefort cheese, raw goat milk |Several Pathogens:One Commodity
Raw milk cheese Seve rers s Camnatis

Semi - quantitative

B. cereus in infant formula One Pathogen:One Commodity

Quantitative

Campylobacter in Poultry One Pathogen:One Commodity

Salmonella in Poultry

Raw cow milk Severa Patnogensone Conmoaty

D TOOD e e
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Risk analysis at FSANZ

Codex risk analysis framework

Risk Assessment Risk Management

Science based Policy based

Risk Communication

Interactive exchange of information
and opinions concerning risks

http://www.foodstandards.gov.au/publications/
riskanalysisfoodregulation/Pages/default.aspx

Risk Analysis

D TOOD e e




Four key steps In risk assessment

1. Hazard identification

Identifying the hazard and its potential
adverse health effects

l 3. Exposure assessment

Determining the level of exposure/
intake from the diet and other sources
2. Hazard characterisation

Characterising the nature and
severity of the adverse health
effects and determining whether
effects differ at different dose levels
(i.e. levels of exposure)

+

4. Risk characterisation

Integrating the information from the
hazard and exposure assessments to
determine the likelihood and severity

of an adverse effect occurring in
a given population

Follow the Codex risk
assessment framework

D TOOD e e




Chemical risk assessment of imported foods

* Food chemical risk assessment is
based on international best practice

1. Hazard identification
Identifying the hazard and its potential
adverse health effects
3. Exposure assessment
Determining the level of exposure/

« Hazard characterisation identifies b St b e e
heath-based guidance values e e
severity of the adverse health

(HBGVS)

effects and determining whether
effects differ at different dose levels
(i.e. levels of exposure)

« AHBGV is a level of exposure at which |
there is no appreciable health risk J

4. Risk characterisation

Integrating the information from the
hazard and exposure assessments to

* Risk characterisation compares HBGV determine the likelihood and severity
. - of an adverse effect occurring in
to estimated dietary exposure SRy

Te Mana Kounga Kal - Ahitereiria me Aotearoa




Microbiological risk statements for imported foods

Summarises:

Hazard identification
Severity

Risk factors

Risk mitigation
Outbreak data
Survelllance data
Level of risk

(—‘ .v-"\l ;//"\)

| NN

B it

Te Mana Kounga Kai - Ahitereiria me Aotearoa

Imported food risk statement

Fresh raw beef and beef products and Salmonella spp.

Scope: Fresh raw (chilled and/or frozen) beef and beef products, including carcasses, whole muscle meat, bone-in and non-
intact cuts (e.g. mince and trim) and offal from BSE and biosecurity approved countries. Excludes all products not permitted
under BSE and biosecurity restrictions such as brain and spinal tissue, blood and blood products, reproductive organs and
natural casings.

and

Does Salmonelia spp. in imported fresh raw beef and beef products present a potential medium or high risk to public heaith
that may require iti = it x

M ves
O nNo

Rationale:

*  Salmoneila spp. can be highly infectious and cause incapacitating but not usually life threatening iliness. Sequelae can
occur but are rare.

* There is strong evidence that Salmonella spp. has caused foodborne iliness associated with beef and beef products.

* The method of producing fresh raw (chilled and/or frozen) beef introduces contamination into the food and does not
contain a pathogen elimination step. Some beef products (i.e. trim and offal) may contain higher levels of
contamination as further processing steps (i.e. mincing) can intreduce contamination into the product.

o HACCP based quality assurance systems are required throughout the entire supply chain to minimise the potential for
contamination and subsequent growth of any contaminating pathogens.

General description

Nature of the microorganism:

Salmonelia spp. are facultative anaerobic Gram-negative, non-spore forming rod-shaped bacteria belenging to the
Enterobacteriaceae family. The genus Salmonella is divided into two species: S. enterica (comprising six subspecies) and

S. bongori, with over 99% of infections in humans caused by S. enterica subsp. enterica (Bell and Kyriakides 2002; Crum-
Cianflone 2008). Over 2500 serotypes of Saimonella spp. have been identified, which differ in their reservoir, host, growth
characteristics and the severity of disease they cause. Some serotypes are host-specific, some are host-adapted, while others,
such as S. Typhimurium, have a broad host range (Jay et al. 2003; Wallis 2006). A number of antibiotic resistant strains have
also emerged such as S. Typhimurium definitive phage type 104 (DT104). Saimonella spp. colonise the intestinal tract of warm
and cold-blooded vertebrates including livestock, wildlife and humans and alse live in the surrounding environment (FSANZ
2013). Saimoneila spp. are transmitted by the faecal-oral route, through consumption of contaminated food and water or from
direct contact with infected people and animals (Jay et al. 2003).

Growth of Salmonelia spp. can occur at p ires ranging b 5.2 -46.2°C, pH of 3.8 - 9.5 and a minimum water
activity of 0.93 when other conditions are near optimum. The minimum pH for growth is dependent on temperature, presence
of salt and nitrite and the type of acid present. Saimonella spp. can survive for months or even years in foods with a low water
activity (ICMSF 1996; Podolak et al. 2010). Experimental studies have shown that Salmonelia spp. can grow in minced beef at
ambient temperatures (Dickson et al. 1992; Juneja et al. 2009). Salimonelia spp. have the ability to survive long term frozen
storage (i.e. -20°C) such as in frozen beef trim (Bosil et al. 2007). Sail lla spp. are sensitive to normal cooking

conditions, however, foods that are high in fat and low in moisture may have a protective effect against heat inactivation or the

FSANZ provides risk assessment advice to the Department of Agriculture and Water Resources on the level of public health risk i with
certain foods. For more information on how food is reg inA lia refer to the FSANZ website or for i ion on how imp food

is managed refer to the Department of Agriculture and Water Resources website.

s

FOOD s
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Hazard impact assessment

« The effects of exposure to a hazard on an individual

» This assessment considers:
« Microbial infectivity
* Disease severity

Severity of adverse outcome

Infectivity Severe

High

Medium

Low

Very low

D TOOD e e




EXxposure assessment

* Likelihood of exposure to the hazard

* This assessment considers:

* Evidence that the hazard has caused foodborne illness associated with
the food

» Evidence demonstrating the presence of the hazard in the food
- Effect of processing on level of hazard in the food

* Food supports the growth of contaminating organism

- Potential for post-processing contamination

’:OOD STANDARDS
Australia New Zealand




Risk Characterisation

The risk characterisation matrix gives an estimation of risk by combining
the hazard impact assessment with the exposure assessment

Exposure (likelihood)

LAY Very low Very High
P Likelihood | Likelihood | Likelihood | Likelihood | Likelihood
Very High
Impact
High Impact

Medium Impact

Low Impact

Very Low
Impact

D TOOD e e




In conclusion...

FOO STANDARDS Media centre  Publications Careers FAQs Contactus
% Australia New Zealand
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Food Standards Code

Food businesses Consumer

@’ p Consumer p Imported foods P FSANZ advice on imported food

Additives and processing
aids

Chemicals in food
Food allergies
Food safety and recalls

Food technologies and
novel foods

Food issues

Genetically modified
foods

FSANZ advice on imported food
Last updated: September 2022

We provide advice to the Department of Agriculture, Water and the Environment on whether imported foods pose a potential
medium or high risk to public health and safety. The Department of Agriculture, Water and the Environment uses this advice to
manage food safety risks at the border.

The Department of Agriculture, Water and the Environment inspects imported food to check it meets Australian public health and
safety requirements and to ensure it complies with the Australia New Zealand Food Standards Code. See the department’s website
for information about the Imported Food Inspection Scheme and for answers to frequently asked questions about imported food.

We take an evidence-based approach to determine food safety risks. Our imported food risk assessment document describes how
we assess food safety risks from foods imported into Australia. Completed assessments are listed below.

Biosecurity restrictions are in place for food such as meat, fruit, eggs, vegetables and dairy products from certain countries. For this
reason, any foods listed below that do not meet biosecurity requirements will not be allowed into Australia. Please refer to the
Department of Agriculture, Water and the Environment website for more infoermation about Australia’s biosecurity requirements

1 d fi
Completed imported food risk statements

Labelling
Nutrition and fortification
Videos

Translated material

Date of
assessment

E Microorganism / analyte / Is it medium to high
ood : L
: (latest update)

contaminant risk

FSANZ advice on imported food (foodstandards.gov.au)

Bacillus cereus
Bean curd i) (PDF 57 kb) o

@) (Word 498 kb)

November 2016

Campylobacter jejuni/coll

i (PDF 451 kh) Mo
@] (Word 70 kb)

Salmonella spp.

13 (PDF 488 kb) Yas
&) (Word 78 kb)

Beef - fresh raw beef and beef

products September 2017

Escherichia coli Shiga toxin-
producing

13 (PDF 414 kb) Yes
@) (Word 83 kb)

Hepatitis A virus

toh [EOF 267 kb) Yes July 2021

Berries - dried, ready-to-eat

g FOODL e
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https://www.foodstandards.gov.au/consumer/importedfoods/Pages/FSANZ-advice-on-imported-food.aspx
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Thank you!
Questions?

Discussion




Copyright
© Food Standards Australia New Zealand 2023

This work is copyright. You may download, display, print and reproduce this material in unaltered form only
(retaining this notice) for your personal, non-commercial use or use within your organisation. Apart from any
other use as permitted under the Copyright Act 1968, all other rights are reserved. Requests for further
authorisation should be directed to information@foodstandards.gov.au

www.foodstandards.gov.au or www.foodstandards.govt.nz

ﬂ /Food.Standards

a @FSANZnews

g FOODL e
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Presentation outline

Overview of food regulatory system in Australia

Overview of managing food safety risks
o surveillance and risk food
o mandatory foreign government certification

o food safety management certificates
How foods are profiled for inspection
What happens when food fails inspection
Food imported from Taiwan

Inspection reports and compliance data




Australia’s food regulatory system

Australian Government

w Zealand
mo Aotearo

Department of Health

* Develops domestic food standards and

guidance e Coordination of committees responsible for

food policy and consistent implementation of
* Provides imported food risk advice T T e
* National coordination of food recalls and .

incidents

Coordination of foodborne illness surveillance

Australian Government

Department of Agriculture, States and territories =
Fisheries and Forestry L~

At the Australian border Post border
* Enforcement of imported and exported food * Enforcement of food for sale in Australia
* Incident response * Incident response

8

Department of Agriculture, Fisheries and Forestry



Imported food legislation

leqgislation.gov.au

The Department of Agriculture, Forestry and Fisheries is responsible for administering the following
legislative requirements for imported food:

The food imported to
&"; Australia is required to
meet any biosecurity
import conditions
Biosecurity Act Imported Food Imported Tl (treatments or import
2015 Control Act 1992 Food Control Food Control permits)
Reg;‘(')it;"s Order 2019
Import conditions are
listed in the Biosecurity
: Sets out how the Lists foods that are Import Conditions system
Protects Australia Pr(?tects Australia Imported Food risk food and foods (M)
against biosecurity CERITES UENE 0Re Inspection Scheme that require
risks (harmful pests (IF1S) works certification
and diseases) Clearance and

inspection includes a \
high-risk inspection

scheme IFIS on food

products

Clearance and inspection 4
include quarantine
inspections on animal

and plant products

Department of Agriculture, Fisheries and Forestry 4


http://www.legislation.gov.au/
https://www.agriculture.gov.au/biosecurity-trade/import/online-services/bicon

Imported Food Inspection Scheme

 |Imported food is inspected by the Department of Agriculture, Fisheries and Forestry
(the department) through a risk-based inspection program known as the Imported
Food Inspection Scheme (IFIS)

* Imported food is inspected to check it is safe and compliant with Australia’s food
standards, primarily the Food Standards Code.

* Food imports must clear biosecurity requirements first.

Department of Agriculture, Fisheries and Forestry 5


https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/inspection-testing/ifis
https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/inspection-testing/ifis
https://www.foodstandards.gov.au/code/Pages/default.aspx

Risk and surveillance food

e |f FSANZ advises that a food poses a medium to high risk, we recommend to our Minister
that the food is classified as a risk food in our Imported Food Control Order. We can also

mandate certification for risk food.

* All other food is classified as surveillance (or low risk) food.

If food/hazard combination poses a

If food/hazard combination does not pose a
medium or high risk to public health

medium or high risk to public health

It is a risk food

Department of Agriculture, Fisheries and Forestry



Risk management approach

Risk management tools

The approach applied is proportionate to the
level of risk posed to public health.

Department of Agriculture, Fisheries and Forestry

Emergency powers
Mandatory government certification
Food safety management certificates

Classification, inspection and testing of

risk food

Inspection and testing of surveillance
Level
food of risk




Emergency Powers

* Food suspected of posing a serious risk to human health can be
held for up to 28 days while the food safety risk is investigated.
More than one extension of a period up to 28 days can be made if
required.

* For this holding order to be revoked, evidence must be provided to

indicate that risk has been mitigated.
 We used this power in

o 2019 —to stop further imports of salted clams associated with
a hepatitis A outbreak in Australia

o 2021 —to stop further imports of medjool dates associated

with a hepatitis A outbreak in Australia

Department of Agriculture, Fisheries and Forestry



Mandatory foreign government
certificates

* Required when food may pose a high risk and/or management of risks requires

government management. Exporting country
. . . . food authority
* Foreign government certification arrangements provide assurance food safety l
risks are being managed and an equivalent food safety outcome is being

achieved to Australia’s food regulatory system.

 Mandatory foreign government certification is required for: "I,G

o raw milk cheese
o beef and beef products t
o human milk and human milk products
o certain bivalve molluscs and bivalve mollusc products (from 9
November 2023). o=

Department of Agriculture, Fisheries and Forestry


https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/mandatory-government-certification

Food safety management certificates

Food safety management certificates (FSMCs) can be required for risk
food when there are no reliable means of verifying hazards of concern
have been managed in the food by applying border testing.

FSMCs provide assurance that the overseas producer’s food safety
management system identifies and effectively controls the food safety
hazards of concern during the production and processing of the food.

A valid certificate is one issued by an accredited certification body or a
foreign government competent authority.

Importers in Australia are responsible for lodging valid certificates
obtained from overseas producers.

A FSMC is required for ready-to-eat fresh, chilled, frozen berries and
pomegranate arils.

Department of Agriculture, Fisheries and Forestry

BRO
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https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/certification/safety-management-certificates

At border inspection and testing

* Risk food is initially referred for border inspection at the rate of 100% with the

inspection rate decreasing as compliance is demonstrated.
* Surveillance food has a 5% chance of being randomly referred for inspection.

* All food referred for inspection is subject to a:

o visual inspection (looking for signs of damage, deterioration and
infestation)

o label inspection (verifying compliance with labelling requirements in the
Food Standards Code).

Analytical testing may also apply - Import requirements by food type

Department of Agriculture, Fisheries and Forestry


https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/inspection-testing
https://www.foodstandards.gov.au/code/Pages/default.aspx
https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/type

How is imported food referred to the IFIS?

The Department of Home Affairs’ system, the Integrated Cargo System (ICS),
manages the electronic profiling for all goods imported into Australia

We use these profiles to target food we want referred to the IFIS.

These profiles ensure the following food is referred:
* risk food

e surveillance food
* holding order food (food being specifically targeted)

Department of Agriculture, Fisheries and Forestry 12


https://www.abf.gov.au/help-and-support/ics/integrated-cargo-system-(ics)

Imported food profiling
Risk food

All consignments of risk food are referred to the department from the ICS.

The department uses two methods to identify risk foods:

\
e Referral on tariff (HS) code only, where possible. For example: \K\_\ T

~

» 0406.90.10.33 — Camembert and brie (cheese)
» 1207.40.00.11 — Sesame seeds

A Community Protection (CP) lodgement question. These questions are used when a tariff code
could be used to declare risk food or surveillance food. Answering yes to an IFIS CP question will
refer the food as risk food. An IFIS CP question may relate to a whole food, ingredients in a
mixed or processed food or the preservation of the food. For example:

» Do the goods contain more than 30% peanuts or pistachios or more than 30%
peanut products or pistachio products?

Department of Agriculture, Fisheries and Forestry



Imported food profiling
Surveillance food

Food that is not classified as risk food, or holding order food is classified as surveillance food.

5% of surveillance food must be referred from the ICS to the IFIS

* referral is on the first four digits of the tariff code
* random process based on an algorithm in the ICS

* basically, each line within an import declaration has a 1 in 20 chance of being selected

Department of Agriculture, Fisheries and Forestry



What happens when a food fails inspection?

Surveillance food

* A holding order is applied. All future consignments of that food are referred for inspection until
compliance is demonstrated, usually after five consecutive passes.

* When a holding order is revoked, inspection returns to 5% rate.

Risk food

* The rate of inspection returns to 100% until compliance is demonstrated.

* After five consecutive passes rate is reduced to 25%, following further 20 passes rate is reduced to 5%.

Who do we notify?

 We send a letter, via email, to the exporting country’s embassy in Australia, to notify the embassy that a
risk or surveillance food has failed.

* This does not include labelling fails, as these fails are the responsibility of the importer.

Department of Agriculture, Fisheries and Forestry i



Import data — Taiwan

1 July 2021 - 30 June 2023

The top five commodities imported from Taiwan

include:

» Miscellaneous edible preparations including
sauces, mixed condiments, ice cream, soups
and broths, and food preparations not
specified elsewhere

» Cereals - rice, barley and other cereals

» Preparations of cereals, flour, starch or milk;
pastrycooks' products - e.g. bakery goods,
pasta, bread, flour

» Beverages, spirits and vinegar

» Animal, vegetable and microbial fats and oils
(e.g. sesame oil, peanut oil etc)

Department of Agriculture, Fisheries and Forestry

Food from the Taiwan tested under the IFIS is highly
compliant, with a 99.0% compliance rate for the period 1 July
2021 — 30 June 2023.

The below chart shows the compliance rate per food test
type, for tests applied under the IFIS.

Compliance rate per test type, Taiwan

Labelling, 98.0%
Composition,
100.0%

o,
Microbiological, Other, 99.8%

98.8%

Chemical, 99.7% Contaminant,
99.5%



Monthly and annual reports

Monthly report on foods that have failed

We publish a monthly report - Failing food reports - Department of Agriculture

This report details the risk and surveillance foods that have failed for:
e compositional requirements e.g. contains a non-permitted additive
* because they are not permitted e.g. a prohibited plant, or fungi

e analytical testing e.g. positive detection for Salmonella spp.
Foods that have failed due to a label non-compliance are not included in the report.
Annual report

 We publish an annual report - Imported food data reports and surveys - DAFF
(agriculture.gov.au)

Department of Agriculture, Fisheries and Forestry


https://www.agriculture.gov.au/import/goods/food/inspection-compliance/failing-food-reports
https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/inspection-testing/surveys-data
https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/inspection-testing/surveys-data

IFIS inspection and testing summary 2022

In value terms, the proportion of imports

compared with exports decreased to 40.6% in

2021-22, down from 45.2% in 2020-21.

in 2021-22.

By value, New Zealand remains the major
source of imports, accounting for $3.6 billion
or 14.9% of the total value of food imported

processed food.

In 2022, fruits and vegetables were the
main commodity imported, followed by

Department of Agriculture, Fisheries and Forestry

Figure 1 Australian food trade, by value, 1992-93 to 2021-22
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In 2022, the compliance rate for all imported

food inspected was 98.4%.




IFIS inspection and testing summary 2022

For 2022, the compliance rate for all food
inspected was 98.4%.

During this period:

e 21,619 entries of imported food were referred and subject to
inspection or analysis

e 43,655 lines of these entries were inspected. Of these lines

—  23.4% were risk food
— 71.6% were surveillance food
— 5.0% were surveillance food subject to a Holding Order
e 130,306 tests (including label and visual checks) were
conducted on the food, comprising
— 54,605 label and composition assessments

— 20,721 analytical tests
— 54,980 other tests.

Department of Agriculture, Fisheries and Forestry

Figure 2 Non-compliant test results, by test type, 2022

Labelling
78.5%

Chemical
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Contaminants
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Microbiological
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Composition
analytical
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Thank you

Questions?

Keep up-to-date on changes to imported food requirements by subscribing to our
Imported Food Notices - Imported food notices - DAFF (agriculture.gov.au)

Department of Agriculture, Fisheries and Forestry


https://www.agriculture.gov.au/biosecurity-trade/import/goods/food/notices

Taiwan Food and Drug Administration Ministry of Health and Welfare

Food Hygiene and Safety Regulations
on Import Foods in Taiwan

Taiwan Food and Drug Administration

CYF 18 s A 8B
= oo % )= IR =z
DA Taiwan Food and Drug Administration

http:// www.fda.gov.tw/




National Competent Authority for Food Safety Management

« Vision
To safeguard national health
and lead the nation into a new

area of food and drug
management.

TFDA

Director-General

Deputy Director-
General

Chief Secretary

« Mission
To ensure the quality and
safety of food and drugs.

Administrative
Office

Secretariat

Personnel

Accounting

Service Ethics

Information
Management

Center of Regional

Administration Operational Division

Planning & Research
Development

Central | Food Safety |
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Northern

Medical Devices &
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Controlled Drugs
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Quality Compliance
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Task Force

Collaborative
Institute

Factory tor
Controlled
Drugs

Decision
Support
Center

Center for Drug 3
Ev?éusgon i g g 5 ! l
b T
" Relief - 0 W o T
Fo(t._ll_n[;:llggon

8B

) @
C Mo B 5 Wi e
inist

FDA Taiwan Food and Drug Adm ration



158

/ Imp{o}rters
Animal and plant Customs

products quarantine clearance

/
®

APHIA
(Animal and Plant Health

Inspection Agency
Ministry of Agriculture)

Clearance of Goods

Imported food
Inspection




Food Import Management & Control

Source % Border Post-market
control O/ Inspection Inspection
® Systematic Inspection ' ® Inspection Principles ® Market inspection
~ The verification of equivalence — Based on risk, International alert, — Higher risk
of regulations between contries results of post-market inspection, — Higher attention

etc. — Higher non-compliance

® Inspection Procedures product categories

— Document Review of food
ingredients, additives and
certificates, etc.

— On-Site Verification: Review of food
labeling and sensory evaluation

— Sampling Analysis

® Routine Inspection




BAECHE

Offices for Imported Food Inspection at Each Border
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1.Keelung Harbor Office (55%)
2.Taipei Songshan Airport Office
3.Taipei Harbor Office

4. Taoyuan Airport Office (25%)
5.Zhongli Office

6.Taichung Harbor Office (5%)
7.Taichung Internation Airport Office
8.Matsu Office

9.Kaohsiung Harbor Office (15%)
10.Kinmen Office



Imported Food Inspection Procedures

Each batch

r

Document
Review

.

Application form,
health/sanitary
certificate, etc.

~N

Selected batch
(_—'_ ) ( —— )

On-site
Verification

(0

N/

Visual and label
inspection

Sampling analysis

N/

Conduct sensory,
chemical, biological,
or physical
examination



Risk Control of Imported Food Inspection

atch-by Datch Risk factors
inspection :
(100%) ® Non-compliance
_ j r 5 consecutive records of border
Any failure batches are compliant inSpeCtiO ns
Reinforced randomly-selected —Importers
batch inspection .
(20-50%) —Estabh;hment |
Any failure 5 consecutive -Exporting countries
batches are compliant @ |nternational alerts
Regurvandomyseecied @ Results of post:
(2-10%) market inspection



Monitoring International alert

5 "."S)éa.

Monitor the website information from
countries over the world

— US FDA, Canadian Food Inspection Agency,
EFSA, Food Standards Australia New
Zealand, etc.

Take action

— strengthen border management
according to the risk level

— withdraw and destroy the products if
already imported.




“Prior Release System”

o "Prior Release” is formulated for imported products which are
-required for examinations that take more than five days,

-sampling is difficult in the container yard,

-perishable goods,

-direct loading onto cargo ships without available storage facilities at the port.

e "“Prior Release” products must be stored at locations registered with
the municipal or county (city) competent authorities.

o Actions for preventing “Prior Release” products to be moved, used or

sold before obtaining the import permit.
-Guarantee bond
-Affixing non-reversible sealing tapes to the outer box
-Unexpected check by municipal or county (city) competent authorities

- |
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Information Disclosure of Non-Compliance
(in Chinese)

! Q\@ EEBENDESEYEES

C YDA BBEBATARSENEY

—

CEE - QHRRTRLARNRER

R - [seas | B - [s2as |
HOER: | | EREd: | |
BRT | |

H£E 2093 EESER

iR E3-] oz a:0 ]

1 ZEH0 "Mighty Leaf 2% (HBFHEZR-10001)) BEBEZETHRE 2021-08-17
2 FEARND TR, EEE-BERBRTRAR 2021-08-17
3 FEAEND TSHEERRR ne, EEE-BRARTHAE 2021-08-17
4 TERARELD "SHEERRR 22, EER-BLARTHRE 2021-08-17
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https://www.fda.gov.tw/UnsafeFood/UnsafeFood.aspx

Number of batches

Quantity of Imported Food from 2011-2022

800,000 - 1000
700,000 - - 900 ,g
- 800 £ 9
600,000 - % S
- 700 25
500,000 - oo i Sg
400,000 - 500 5 5
Che
300,000 - . 400 £
200,000 - -#-Number of batches - 300
- 200
100,000 - -o—-Total net weight (in 10 thousand tons) - 100
0 | | | | | | | T T T T 0
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Overview of Imported Food Inspection in 2021-2022

Inspection Random Failed Passing

batches sampling batches rate
batches(ratio)

2021 715,929 57,601 (8.05%) 346 98.50%
2022 724,180 65,680 (9.07%) 664 98.99%

TFDA Annual Report
https://www.fda.gov.tw/ENG/siteList.aspx?sid=4050

=2 Home | Sitemap | Contactus | Bilingual Glossary | $3ZAR

> ) N
9 ) Taiwan Food and Drug Administration O~ Go
Hot : food additives, Nutrition label, Medicinal Products

DA i @AM BRENEEE

Food | Drugs 1 Controlled Drugs | Medical Devices | Cosmetics | About Taiwan FDA

TFDA Annual Report

Category :

Regional search : ‘ Keyword |
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Overview of Imported Food in 2022

Main Countries of Origin:
~ By batch: Japan, China, US, Thailand and Vietham
- By weight: US, Brazil, Thailand, Australia and China

Number of Weight
) batches p& FE
H Ay R 20 11%
2% iR
- R &E W 3%
2% 3%
;Ef_a_? g ke Iy
3% 3%
“é
3%
iR ¥R
4% EP)L > )
1 9y ") 6% ;‘?—‘ ?']1; @
49 23 ?g 2 * R 4% 8% ifl 11;
5% % 10% ° ’



Top 5 Imported Foods from Australia in 2022

Total net weight

: Number of .
Ranking Sub-category batches ratio

1 Fresh, chilled, frozen 3769 21.42%
beef

5 Fresh, chilled 2504 14.239%
crustaceans

3 Fresh, chilled, frozen 1346 7 65%
beef offal

4 |Cereals and grains 983 5.59%

5 Dairy product 885 5.03%

Ranking| Sub-category Loy e ratio
1 |Cereals and grains 39.67 53.56%
2 |Salts 16.78 22.66%
3  |Edible oils 3.01 4.06%
4 Products of cereals 279 377%
and grains
5 Fresh, chilled, 297 3.00%

frozen beef

Total number of batches : 17,592

Total net weight (in 10 thousand tons) : 74.06

\/O # £ w M BB
CppERBEYMEIRE
Taiwan Food and Drug Administration
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International Exchange Activities

2017 Visited Ministry of Health, Labour and Welfare(MHLW) in Japan

Put a green sticker with sampling quantity on case after inspecting -
2017 Visited The Netherlands Food and Consumer Product Safety

Authority(NVWA) in Netherlands

There is a clean and spacious inspection areas in the container yards, and the containers
are directly dragged to the inspection area for checking and sampling.

2018 Visited Agri-Food & Veterinary Authority of Singapore(AVA) in
Singapore

The declaration of imported foods is carried out by a single system with multiple units.
2019 Visited Ministry of Food and Drug Safety(MFDS) in South Korea

Electronic declaration was used for inspection.




Journal of Food and Drug Analysis

Free for publication

Journal of
Food and Drug
Analysis

Frequency: Quarterly

ISSN: 1021-9498

Specialty: food, medicine,
traditional Chinese medicine,
toxicology, medical devices,
drugs, and cosmetics

Website

Free full-text articles available online at:
www.jfda-online.com/journal
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Taiwan Food and Drug Administration
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Thanks for your attention!

For more information

. . g
welcome to visit our website h‘&’#u
https://www.fda.gov.tw
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