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FeWREIRE B8 A& Dr. Ulrich
16:00-17:00 | Beryog

(REZ: FEEHRE BRSH - T0ER)
08:15 2 & 34 Ottakringer 8% Bt

9/14(=) 109:00-11:00 | 2% Ottakringer & & Bt
FF |RABEEE
F R BE R BRBAT
09:00-11:00 | & BT NE/ €3/3T%h
12:00-13:00 | B AR &£ K& & Dr. Allerberger ¢ &
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IF EARE
T4 | &% BRO062 it iE %2
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(=) ~#FE - BHF  AD - £1E

BB A o2 (JL&47.20 - £42813.20) » BEBRBERBAER
BURBERE _RTERTREXELEE -

RABERERE  SHFS EAFEARGIFEREK2 562 22 4
BIZEE CRAF -BEERE REGTH - MERL  LAHEL 2H
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ATHAT—+TREA BEFF2EAREFEHN A- FHEARBRLE
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R B REMEAE  £FERE Eifaﬁh ANFEBERRE (£
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(=) ~ER -~ITHETO MK E8FF -
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B4 #4 & % (Innsbruck) -
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HR AT AEAES D -

sShEEADT D #46.6% > E2ARBRBERRTAL  RAEHRA (1.8%) £
ERA (0.7%) -
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2. REBH (FABEEN) (FLH4E48E (Klagenfurt am Worthersee) )

3. TEAM (Z:EAMB (Sankt Pélf.en) )
4, L&A (K (Linz) )
D.EBREN (BARE (Salzburg) )

6. %A = (a3t (Graz) )

7. 5B8RAM (B&4H &% (Innsbruck) )

8. 7aa @ R#sH (FERXK (Bregenz) )
0, de bt (Hedntn (Wien) )

A T

W RIREFIR

B — & 3hH) M R

L RARACAM E A B E URAANTRE HAESY

RK -

(m) R¥F 2 SdihE EHA

£ 2008 £ B (HEFXAEERBRIEBTML) 1 12.6%
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~E (HEmiteody)

# 10,000
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A (B4 aEsT) . 2, 082

#osE (B BERL) ' 4, 252
Heel (B4 BEEAL) 5, 020
FH AR Pharmige &3 H B 2 ¥ R ¥ ¢ -Facts & Figures 2008/Edition

2010

£ 2008 SFRBAELSUATAEENE (B4 FERA)

1. Sandoz GmbH (vormals Biochemie GmbH) 1.263
2.  Herba Chemosan Apotheker AG- 1.090
3. Kwizda Holding GmbH 175
4, * Baxter , ‘ 570
5. Boehringer Ingelheim RCV GmbH & Co KG ' 473
6. Nvcomed Austria GmbH 390
7. Phoenix ArzmeiwarengroBhandlung GmbH 330
8. Roche Osterreich 275
9. Richter Pharma AG 260
10. Greiner Bio-One International AG 256

ZH R ¢ trend. R H 523 - news & trend, Dec. 2009
AZHA A MAEE 2007 £ EBEH

Er | # 11, 000
n3) & 100
A (B4 BE®RL) #2900
GHRB  BA AR L as (AB])

ﬁmﬁ%ﬂﬁﬁﬁﬁgﬁﬁ%.

A - 113 &kt
BEHE: 972
HEANR 56686

Source: Association of the Austrian Food and Beverage Industry (2009)



kB RAMF B HERIAL

EEHEREE 30

HHEEM 72.0 &8

BREERE 220

Source: Association of the Austrian Food and Beverage Industry (2009)
ARILE S EBA

BIHFEE 92

AT#HH A4 4376

R _ 19.8 &k

H 4% # 8.436 BEL

Source: Association of the Austrian Dairy Industry (2009)

EER&HTEBA

BEG - mLEf R REE 1750
B1%8 A# 15,000
B # 22 gL
aefs o] 8350 BE T

Source: Association of the Austrian Food and Beverage Industry (2008)

AA2000 SAMAMESUN T L EREMNE (B BERA):

Rewe International AG 11.550
2  Spar Osterreich 11.230
3 Hofer KG 3. 300
A Markant Osterreich GmbH (vormals: 5 800
ZEV Markant GmbH & Co KG) '
5 Metro Cash & Carry Osterreich GmbH 782
6 Pfeiffer HandelsGmblH | 670
7 Lidl Austria GmbH 650




8 Zielpunkt Warenhandel GmbH & Co KG | 590

9 Mpreis WarenvertriebsGmbH : 579
10 Wedl & Hofmann GmbH 427, 30
Source: Goldener Trend. Das 6sterreichische Wirtschaftsmagazin.
Juni 2010
FAEENEHE
s (B4 FERT)
& oe% 7,150, 000
O 4% 8, 060, 000

Source:Association of the Austrian Food and Beverage Industry (2009)

A TRHEARBESNETRA

F Ho e Ve g 7 %R

2007 4290 3690 + 0,6 E&RT
2008 4530 3980 + 0,56 B
2009 4150 3750 + 0,41 et

Source: Association of the Austrian Food and Beverage Industry (2009)

= - AGES BAa M S 41 K M1 :

(=) RbFAE B R a2 B (ACES) Al A Al & B AZ A 2002
BB A 18 R AR AR SR DR R
B AR BE - REAAMBSENPIESGATREN > B ER
BREADEERER RERAARDHRERDBARN Raee R

2 URERELE - FERRIEHEEEEE -

piss
3o
o3
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AGES T#E L EIMFI—ABER - R ¥ - 28 %2 HKE -

o
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B i f g4
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Jﬁ E fﬁiﬂﬂ%&%ﬂﬁﬂéi ( Austrl an Health and Nutrltlon

‘Law) ;-_the %ﬂ@’&f}}{’é‘?%%’réﬁcz{ (European.:Food. Safety Poh:cy):' é’J%

fm%?ﬁ&&&#gﬁ% %%4~ '

______ B

?%%ﬁ%@i%%ﬂ%%% ﬁﬁﬁﬁ
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I kRS

B SABA Sk BRI ERRBE LS WA LN R K - B
AFHAARA BEREINDERAMER HAZERIAATRSD
F2 KEMAREARR LSS BOFANSEEHEEIM AR E
A RAERKEE (CV0 ) Ulrich Herzog - A T /& <A 43
AR B LA E R R B AN RS SRR B
FEAGAEFEN A MERERADRHERES  RBEE
Fhn Rk Bk A AR TRE - 4 ACES M RA R 245 AKER
BAPIM B DY AREWZRBRLYI AEREA 100 5 SEEE
WATETERA EERTRLE RSEARE - ROERS AR
HARBELTEAROERA BWLIAL LW LR BT SRR
ERGH EHEETAETE BAR ARSE AR/ESAE

BELEHERSBUNERAR BB n RRTEATERALE

B

AR R B B RS RN A AR B
FEE Fmihl BAEAENES B ASAE— BT F RN
AR § AT - AR R o A B T BB
MH - ABRIEFOET 2 BREERL

852/2004 k4 - MNB CABRBEET SN ELEAY —~BEXR

853/2004 14 : MM AT RABEF MR L LD U RIER S 04

13



EATE AR

854/2004 x4 MM BT AR B HEEGHAL THEAABEENS
MR E OB T H IR BB AR

2073/2005 %4 MR T ARAE TS HAR DA HIT R

2075/2005 AR : RHRE RRBZE G UM PRELT 7 B
IS BR AR E S

183/2005 47, © Stk & Rk R E 451 2 AR F BB L -

AABRANRREEN > B LR LLABRNREAGABREH - §
| 2006 41 A 1 8 &H K4 852/2004 ~ 853/2004 $ 854/2004 H35 A4, » &
kR B AR AT 4k o shoh 0 BsbA BB R T AR
— R R R B EEREL B ALREERE - B
ABERAABRGEEAS Y AHREERARAT LR b2l RER
BREERAES A LAIFE B EEBAT ﬁi&ﬂiﬁiﬁiﬁ%‘_ﬁé‘ BIP . d7 %t 1
HMERAF EEFETREBAATEFMRLELHARANETFIRES SHE
%FE%%E?L o BIAATIR “HET R%@iﬁé@%i%i%’ R EAEERE A
HERZMNEE RERA RERS 0 Z AR B2 ey 3 B4
DREBWEE - N3 EERL X MEE AL 2000 FEH ETH
BASRANFEFHE  AURARH 2 E#AGBIP  dREBME

B AN EBAL 8 LA o B R BB R IE A8 M
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W N ER AT RS - SHEERET (PV0) SAMAR & H
REG HHRAR BABLAHENRAAFERM  RELHES
B

2.7 LA A |
ENABHEESHAAZE LB LT EBATT LN BEL S
Wk T

RHBAEE T o EHE L LR T IACCP 58] - KAFE
853/2004 $EALE RAAT A B MATA B RRBMIRE NG BB B
# 2073/2005 AR & 0% AR B EIE | B A1 854/2004
ST 1 B> 5 20T5/2005 BAAB M PR EAE T F ARNOEE
AT -

AGES TRHERRERARMES o RUHE « SRAE  AEH
PP REAM LR EB RS TERANERLAETRE  AKLEY
MERBA - HUETA
AUAHRBGH LS

WAL AR RAG RN ACES o R A E
) AR B R AR KT AR B
o R BRI F e A B 06/23 354 ~ 37/2010 A -

AW EEBAEET AN TR SN U BENRERBE S
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e SHHRR EBFERHAERNGT ERESHKERB
REREAEABNRIHEIRISENLE SEEAREE N ER
HEEABARE SEERREAETOEFREARA FRGR L
HARRBOEA SRREEROREALAREA A FROLEHIA
ABEROENS SEEFREARABEEHHARTEGAFA  $H
BAEERREASRLAAYER THNERRE  ANMNEAFEA
ANORGEERS - AT RBES

(1) RFERFRAE %’%ﬁs&déﬁﬁ% % AGESEEHEZHBINE
@ e R T SR SRRk W R TV A 2T
xSt R |

(2) BHKHBAOBBER SRR EE - SHHE RSB EZ
S5 AN T AEEEHRE DA RESERE RBORDHENT
BABMAE  ABANECEADEENAS - ABENEE -
EMERMARERAERSRRORE A SRR E 8 HAEERR
o GAE R A PR BB SRR RSB EIA R 0 AR A
B A IR B AS AR RSN 2B
BT FIE A TS I 80 1 Bk B 2 -

HRRRERA TEEH T RETHERCRENDHRIRREF R

BIRL ARG 8 ST THREBABRBITRERERE > AEREGY
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B H - BRRETHRA - EREANESY HFTRREFTLEHAS
BASETERE - HOEREHN - HOEAR Ho LT HMERST -

(3) - o

RBAANERL TS ABHRERBRYEZOTRES 2 AN
Wien, Graz , Innsbruck, Linz, Modling, Salzburg &) {a%#i& %5
= g H Wien, Klagenfurt, Bregené M EAMNEAETHRTSERGELHE
s 6 AR A o

A A 2 A0 AGES 148 LA S EBE - FERLSVERNE
EEH-FHRAFANNE  BRAGEES IO THALF - B2 48K

(4) Bamey EpissE

BREAGER R By R a4 96/23 ~ 96/22 Hu4T -
| m%ﬁ@%ﬁ%%ﬁ%ﬂﬁi (2006) - BREERT ~BRBEEERTE - B
MBS B areds s 96/23 Bk I P F B9 A1 A2 A3~ A4~ A5~ A6 -
Bl ~B2a~B2b~B2d~B2e B2 S4n 4 » 45 =K LM - T IRMIEHA -
AR ESHR ~ BE_BE B B E B - Aok - AR - RBE -
ke s P F AR BB - S R B AR -
UM AR FRAPELE  AHRR - FHAS AHELE

(h) MR Fik
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$¢R%£T&M%%fﬁ%%%%ﬁ%%%ﬁ%&%ﬁw%%
E°ﬁ%%i&%6mm%%iﬁiﬁ@%ﬁW%ﬁ%%’ﬁﬁﬁ
[SO17025 38T » AABERGHA M FiEH 80 248 BETHA 96/23
ERAME > BRELSRAS HBEL TSP B FEG R
$165 B ERAEAETRT RE 2002/65T/FCHEAUELFTT 8 T8
FEFRERERBERS -
ﬁ%@ﬁ@&%ﬁ%ﬁ(m)%m&%S%i’@%iéﬁﬁéﬁié
AL AAMANNRES R OEAE T T ALY AAEIMA Y
B M A MAE RS R L H A DA A KRR 852/2004 40 853/2004 &
S A ES G EBAE LS 8 6 EPRE TR HACCP 3+ 84 T 8L
ke B 0 A M - R4 2073/2005 BREE T ds B 4830 (ACC & TVC) #n i
ﬁﬁ%ﬁ%%ﬁ%%%%é%ﬁ%ﬁﬁ’iﬁzﬁixﬁ%%iﬁﬁﬁ’
REEERBHRBRY LB EUEGLEEBEESLRIRTER %:sadﬁx
B KA RREAE R B RT T HR A AU MR AR R IR kAR e
K47 o |

HRREA LML ER (EC) 2073/2005 2R - AMle TR IR
MR RE B RER—#TE4 10 B4R E > BAXRBRLBR
B S b BRSLAALR~B%E 0 10 B 50 EHS - ek

£ 108 50 fampli b s —EH AN X vEH O BUA EARSARAE
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AVPIREGE  RATARTRS  BRRDALEH 22 0856
HEATE -
R PRSI0 AR RS E R o I ERRAAET 4
B A SR EHE— K- BRI HEL AL 6 TRALREL S
£ REZRAMEET 8 BRRLEREHE K -
Ju~ BB E E Ao T 8 TR |
mﬁ%%%@&%%%%i%£%%%%$Mﬁ%@wﬁ%ﬂ’%ﬁ
ST CEETEST S EESEN- PR LT 3RV
FA P R R - AN TRAK 8 A E R BB RES — 8
ERERBNREESRESENG RABTHE AL ARAEP B
H o RARE T M BT A
RRAFRIEFMELT MR RA  BBFERERBLE - &
ERAERALE 2BETRAKSEEL > BRLEEARS -
MIAEREEERASRRENRBTEAMERE T I RE &
P UV BN TS ERER LR S EESSUE TS S E
RATH BEFRENHUARLEEALIIRE—% LRES Y
BEARRH RS E  NKEFERRES 42 FRHRE N AR R
HOEREMTEBRERENRMF EARE 2 BB LA FH 2

XA -
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REABRREAMIRRATTRERLE - RBRE T HR
A BTRENRE AR 2% RERT  BHBALER
BABMUGEF BHF EFZFETHGHEEER - BENHRE
S RARFTHEF AR TYRETATABRE AR
B NRBRARLARE  BALTEANARRFLA I OER
TR FEY  ABEEE—BRMAMBERTRRR  PPIREE%RTE
%%%?&%c@ﬁ%%ﬁ’&%é%@%ﬁﬁm%%ﬁoH#%%%%
P BN TARESRIUE A LiEE  FAK R W
¥ URBEREE -

BERAOBREASRREEIRSRER YR HAAY IR ARTY
Wi d AMBRECR Y BR) BASS SIS REEREREA
B o SPHBCA MAEEREIEHE AABRARMELE £ RRRTR
A e

(6) B¥bA|H 0 QYRR EE

AWAHRBESH THRANEZRORARE T

MR A O EOMNBRBBBRE T M RERBHERT T RE S
BREATHOHOEZRER ERARLOHAHEF>HANES
HHRATEL  oRBARARCRBLE A B EL T HHH

%o BEMAEIREIBEAGET ECEFAAOFTRATHEARE &
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R BRI S MR R TR Bt O A A
EETHRERE SR H BRI -

AU ABA SRR ARARE FENREABERRERSEH
DRBAREHEBA HE-HENREATHLOEVESR - BE Y
ETTRERSRTALES -

EHON BENIAETEAETIRERMEEH 0HI R
HOBEAH NEERERHE D ALNEENRETE  REABR
%E$%%ﬁ%&%’ﬁﬁﬁﬂ%&ﬁ$ﬁ&%~$&ﬁ%~&%%ﬁ#
SEAE ERHRELFTERN  HEABTHLOLUER -BEIRE
BEAE - XHABE R EHPXGERERS  FTHE - £4 -

BREFREHAZY Bt REFRAHAZETHEIZESAHHRE
BIEGMRNE  EHEHAMKBREEBIELCEFE - EZHHENLOE
MRERS ERE  AIARBRTAREFERFRHETHF

(1) $hLdtoAz8_NELARIRE T THRLRIRTZ
BoMuR - RARSEECRRTE 882/2004 BRE By
nEeRH ORMESEGRT AREERERUARBENAES
THBRABAAA BEHE(QERTEANTH ) FANER

MELHZETRARBESTER THHECALLTEEHEY



(2)

(3)

(4)

ARZRRBEEREARFTHRRAEANKS

EPECREENFERELTZALKERLE (FV0) 4R
THYFR2PEXGE FVOEHRBEEZZATRAE £ R
HETHEAZHIIANR L BHESR L E2REZARBHAT
HERBZAAENE -G FHRERATFHRALARFRESRE
U g% 4 £ approved establishments @ FV0 £ &£ 5052 £ 53k

FERMBEEZZEEHY TR 8T ZHH)

E#BEN0 AR ZeRERLERE AR HRARSEREER
THRBRATHAMELE(R T UL S LARAIEZEILTRS

LB -

ARARABTALEZRUAZE BEZH RS ARARY
AE NEFZAETRBENERZIAGERNTE - LHELE
DO AN ER RN BA B KARAER A4
B RN BABYAL HTE - B REKRIBMRLES

SLEHFARKERBAGRATE ZPTHER -
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Food Control in Austria AGES]|

Federal Minister of Health

AGES - Business Area Food (5}

G deral i .
Head of Government of federal pravinoe stitutes for food tesiing of the federal provinces (3§... .

(B federal provinces)

Food Controf Authority

ampling of fo
cosmetics, food coniact

S,
mat.

Control of food businesses

Enforcement of food law

i |
1
— .

measures

ol Administrative penal E'__I

r--—-

'[ Administrative ticket Provisional
ar

—’lRefrain from punlshmeal- i '| prosecution l"‘l canfiscation
6. Reg. (EC) Nr. 178/2002

www.ages.at 15

B =&t REEZRE

B 2 AGES A&&AaM3FFistin

4

(Z) Bipes®
F2 AGES > B F 2 d Pharmed #47» T H 360 2 » BEXNHF=TEE

Boa AF 2N BEFUAR SR EBUTHEY - B AR FEL
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g

1 B H M BT R
(1)~ AR

Je BLpb ) 8 3 535 4 % M) & BASG (Austrian Federal Agency for
Safety in Healthcare) #= AGES PharmMed - AGES PharmMed & AGES
(The Austrian Agency for Health and Food Safety) #94-% > &
EAEAMAHELPBRREN (FEBE#AE) 2 80MNFEEL
L H AR ST - 2010 £ - A RMA K ERGELA
13,168 18 » P —RILFE R - AHB DI TEZBEFRENE

& (homeopathic Products) e

(9) wlws:

e EAH M ERERREAMERATRERT I HAEE

(—) &&eyE 24 E(SPC, Summary of Product Characteristics)
(=) HMi#kmEdirections for use

(=) A% the labeling-

438 AGES PharmMed & £ &y B A8 18 > 4B HTE - P —HKH
BB TER (FaEHAERN) - B0 B L EBRHMEE OH
BB > F48:8 AGES Pharmied & %4

()~ MBEHEHFE

f B A BB ERAGB KA BRREI & (Ministry of Health) && »
tEEE LAY (harmonised) o R F| & 24 18 4% & BASG
%2 AGES PharmMed » Z #2283 (ElU) B2 a8 oaeky A
FEENAE AEUMA4E  BRHBL LT HENKEFTHET
BGASE -

BAT R A RN BN EER A v S B R4 K47 centralize,
decentralize, & mutual recognition H#& =R, -

Mo By AR H P4 0 848 BASG #v AGES PharmMed 8432 REE B

HAE s BRERSE o AREARERME  FTEFREHFT - BRE

Eh 7R R AT & A & fw BASG 35T 4 T #4T - sbsh » AGES PharmMed &% &

EwdEm BB FELFTRERR - B R ZAAELE FTR

IFHEE o ABIA 850 AHE L & - ghih > £ 5 LW 0 inspectors €

WEZLEIEET (Austrian Official Medicine Contrel Laboratory,
OMCL) fbBa» #E LT B E A - B HRAEYEHLIBRFHREHE -
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# 4% GDP (Good distributing Practice)

2. BybA|JER B E A
(I~ #2988

5B 2 % K % E(prescription drug ) #3E & # % (non-prescription
drug) BHE#EERF R E R HEAFIF "Prescription
Regulation ¥ -

FRFEHFTEHAG R ELHFTEH 2% R FETHFLER
HAE DR EF I 1296 -

(2)~84%8

RABHRBAETEL;ART 247K

BRABE  GREREBEEIATTH 0 Bd L TAustrian
Prescription Commission | £ & » — H E) &4 #58] A% # " Prescription
Regulation | ¥ ' S o TEARFERFTEESL T 6 BAEL > AL
Bz ERRTHRBAAERY E -

ELBE THRERLTH AREI T IHFESLEE S@ERY
RIE | £ EHAE (HASHA T EARELBM AR EEE)-
IGEPHA (Austria Self-medication Industry) %27 2008 5 & ke 48 B |
M BIERTBREBEERAEBA

(3)~ @

FRFTEENERERRE  AAFN—HKRBERRE - BAHATEHENE
TR IR BFTHE -

CORY; T

BT —#k reimbursement drug #h ' $ IR T ETAAMEEB LRSS
M EHE S vk T For the product’ s action and possible undesired
effects please read the patient information leaflet or ask vour
doctor or pharmacist | F4j °
JFERFBLE L B [GEPHA (Austria Self-medication Industry) # €
# #% Advertising Code of the Association & &%& = -

(5)~ BEHAMN
BRTAMAAGE LL2ARRE BERARAEHGTETH6,0600 BRA 1
M&Es  §2,24BR®EA 1 LBEF -

(. P43 I0BREBRAIMES » S20B R A fus ¥ &6)
o HE ARATAEREZIESERNRS THERTE -
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Mi8t—Food Safety in Austria and

Europe
M"M
R. Nepf, Head of Division Food Control. AGES
124 of September 2011
www.ages.af Austrian Agency for Health and Food Safety Gmbi
Qutline AGESli
= AGES

o @ short company presentation

Foodsafety in Europe

o Institutions, legislation and principles

Foodcontrol in Austria

o National authorities, ways of working, strategies and objectives
Discussion
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AGES — company presentation

AGES video
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AGES - risk analysis along the ¥
food chain AGESL
Qutline AGESK

¢« AGES
o & shorl company presentation
¢ Foodsafety in Europe
» Institutions, legislation and principles

* Foodcontrol in Austria
o National authorities, ways of working, strategies and objectives

¢ Some current issues and discussion

www.ages.at ]
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Food Safety in Europe AGESI[

* Central legal foundations for food legislation within the
European Union 1/2

o Regulatlon (EC) No. 178/2002 (General Food Law)

Lays down general principles and requirements of food law
~ ,from farm to fork"/precautionary/transparency principle

— Food business operators have the primary legal responsibility for
ensuring food safety of their products placed on the market

— Member States maintain a system of official controls to enforce food
law and to monitor and verify that primary responsibility is met

- Establishes European Food Safety Authority (EFSA) -
— Creates the Rapid Alert System for Food and Feed (RASFF)

- Food Safety in Europe - AGESK

* Central legal foundations for food legislation within the
European Union 2/2 _
= Regulation (EC) No. 882/2004 (Control Regulation)

- Lays down general ruies for the perfomance of official controls
- Risk based, operational criteria, strategies and objectives
—~ Integrated multi-annual national plans and the reporting thereof

www.ages.at &

2012/1/19
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Food Safety in Europe AGESI;(

Risk Analysis

Risk Assessmnent (RA) Risk Managament (RMY  Risk Communication (RC)

e science based « Consultation of interested « Interactive

¢ hazard identification parties exchange of

« hazard chavacterisation * Weighing of policy information and
alternatives : opinions

= exposure assessment . .
. P o » Selection of appropriate
* risk characterisation prevenrtion and control

measures
www.ages.at 9

Food Safety in Europe AGES}T

Hygiene Package (,,Simplification™):

- Regulation (EC) 852/2004 — General Food Hygiene

o Regulation (EC) 853/2004 — Specific Food Hygiene
(animal origin)

- Regulation (EC) 854 /2004 - official controls
regarding animal origin products

> Regulation (EC) 2073/2005 ~ Microbiological
Criteria

www.ages.at 10




Food Safety in Europe | AGESI[

¢ Food Business Operators
have the primary legal responsibility
for food safety

(= self control systems!)

Member States

national authorities monitor and
verify, wether the food business
operators meet their responsibility
regarding food safety

(= official control system!)

European Commission
controls the official control system
of the national authorities by the

Food and Veterinary Office (FVO)-
(= cummunity control!)

. 4
Qutline | AGESlL
« AGES

o a short company presentation

Foodsafety in Europe

o Institutions, legislation and principles

Foodcontrol in Austria

o National authorities, ways of working, strategies and objectives

¢ Discussion

&

&

www.ages.at 12
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Food Control in Austria AGES}T,(
Overzll Obiectives (derived from Reg. (EC) 178/2002)
& Protection of consumers from food stuffs that are

injurious to health (incl. cosmetics, food contact
materials and toys)

e Protection of consumers from food stuffs that are
unfit for human consumption

@ Protection of consumers from deception and
misleading practices

Food Contral in Austria | AGESM

Specific Obiectives for the 2011 — 2015 MIK

{area of food control as nart of the Integreted mult-annual national control plan)

& Guarantee of safe foods to avoid foodborne ilinesses

& Guarantee of faultless goods (foods, cosmetics, food contact
materials and toys)

www.ages.at 14
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Food Control in Austria

Federal Minister of Health

Head of Government of federal province
(8 federa! provinces)

AGES - Business Area Food (5)
hstitutes for food festing of the federal provinees (3}

Control of food businesses |

complaint

Food Control Autherity

Enforcement of food law I

Sampling of foodstutfs,
cosmetics, food contact mat.

measures

™ Administrative ticket |-

Administrative penal

authoriiies

|- -I Provisional confiscation

- -’IRefrsin from punishmenl'z

prosecutlon J'- -{

confiscation

“Na sctivilies according to art,

www.ages.at

19, Reg. (EC) Nr. 17R(2002

i5

Food Control in Austria

www.ages.at

16
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Food Control in Austria AGES \

Food Control Authority

£ o -y
§ Enforcernent of 1o0d law |
= it

A

H

Adsministrative pans
suihorities

Frevisional con

Lresgoinyn ponfisoat]

No acthities accomding to- art.
12, Reg. (EG) Nr. 1762012
www,ages.st 17

Food Control in Austria AGES

&
Annual Dimension

www.ages.at ) 8




Food Control in Austria

Hazard-Dimension
Product-Dimension
Strategic-Dimension
Resources-Dimension

[
Multiannual Dimensio

www.ages.at

19

Food Control in Austria

Hazard-Dimension
Product-Dimension
Strategic-Dimension
Resources-Dimension

Multiannual Dimensio

www.ages.at

20
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Food Control in Austria

Key messages Inspection

TR o= s £55 - = =3 =i = u
1. Resources Dimension:

Restructuring of contral ressources focusing on ,high
risk® food establishments

2. Hazerd/Product Dimengion:
Comparism of different types of food establishments possible
by calculating the food establishment type risk
3. Strategy T ion: e
Riskmanagers needs to decide on the number of controls of
food establishments per risk category

Es

4 St#““‘-%"‘r‘“x‘-f

=]

e
¥

[#]

et

L)

TLERT
Rel

o  result of controls are 3 classes of food establishments:
controlied and ok, controlied and not ok, not controlled —
statistical models for new plan

5. Integration of all safety objectives during one

== fficial control possible by performing

Food Control in Austria AGESK

i Limers prf TS Emmmen i s
i, FHarzard Dimension

potential hazards to be covered over a MIK period; consideration

of the non-compliancies per product category for new plan (exp..
statistical models; zoonoses,

s g (e PR e
: S5 LHEnsion

focus programmes in 3 provinces over a peried of 3 years, focus
programmes only In 3 provinces (exp.. markethomogenity —
babyfood, marketinhomogenily — fresh beer from restaurants)

3. Strategy Dimension:
minimum samples in each product category, focus programmes for
all product categories within the MIK period, communication
activities (exp.. controf strategy, activities other than planning) -
4. Product Dimension:

whole marketportfolio for a specific product over the MIK period
(exp.: mineralwater)

[
el
i
4
i,
L=
T

T,
i

www.ages.at ’ 2
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Food Control in Austria

40 000 food bus
more than 30 000 samples/year

[year

inesses

approx.
&

@ more than 60 focus programmes/year
www.ages.at
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Food Control in Austria

1 Plan — Ways of Waorking
el

AGE SIL '

Reporting ,,Dld data™
Interpretation of findings

Implementation of plan Calcuiation
Lnew data® of sampling plan

www.ages.at

Food Control in Austria

dividual The whale
sampie picture




Food Control In Austria | AGESI[

To see the whole picture and to be able to d;
conclusions based on examinations collected over a
multi-annual period

You need a ,standardized” plan how to examine a
~planned sample® allowing encugh flexibility for the
individual sample -

Examination Plan

www.ages.at 27

Examination Plan AGES! (
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Examination Plan AGES

Examingtion Aspects

Examination Frecuencies

* Planned samples — Samples  *
on suspicion

¢ Samples taken during ¢
inspections — Samples taken
at retailer

« Food category
- characteristics (milk, meat,
honey, ...)

* Processing aspects (fresh,
sterilized, chilled, processed, .

* Technological details
(refined, ...)

= Labelling
¢ Sensory
=wwidespHtional aspects:

Obligatory

o on every planned sample

On Occasion

c ?e of sample
{plan/suspicion;

retailer/manufacturer/import)

obvious status of sample

sensory deviations

monitorings

Q.

o o o

Everﬁr nth sample

o on every ntht planned sample

« obligatory for samples taken
during inspections

= usually in combination with a
minimum number of total
samples

2012/1/19
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Examination Plan : AGES &[

continous control necessary periodical control sufficient

Examination plan driven

Examination plan by focus programme

Examination frequence

chligatory/every nth sample

“period
e.g.: evary third year or every year

Perindical examination fodl on certain parameters

www.ages.at 31

) . : _ ' m . i v
Ex.amfnatsaﬁ Plan — Microbiological AGES\_{
Criteria | |

= Integrative part of Examination Plan
- o food category aspect {obligatory, on occasion, every nt" sample)
= One to two step” Approach .
o Microbiological criteria targeted at food business operator {see Art. t of
Reqg. (EC) 2073/2005)
« Competent authority to verify compliance (see Art. 1 of Reg. (EC)
2073/2005) :
~ Sampling plan {n, ¢, m, M) ta be followed in order to verify
compliance 5
~ Standard Ofperating Procedure for inspection authority concerning -
numbers of samples and necessary amount
- Samples taken during inspections: ¢ne step approach
~  Samples taken at retail: twc step approach
» if suspicion for a non-compliance (based on a sampling plan
not inline with the Reg.) comes up a reguest to sample

according to Re%. at the appropriate point (manufacturer,
distributor, retailer, etc.) is edited to the inspection authority

www.ages.at . 32
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Food Control in Austria AGESK
RASFF Video
www.ages.at ‘ 23
| \

Cutline AGES||
« AGES

o a short company presentation
¢ Foodsafety in Europe

o Institutions, legislation and principles
* Foodcontrol in Austria

o Netional authorities, ways of working, strategies and clijectives |
¢ Discussion

THANK YOU FOR YOUR ATTENTION

www.ages.at 34
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Marcus Miliner

September 13, 2011
www,ages.at fsterreichische Agentur fiir Gesundheit und Ern?a'hru.ngssicherheit GmbH
Agenda | AGE 1{

« Why were the tasks outsourced from the Ministry?
« Structure and functions of the agency
« Medicinal products

- The EU-regulatory network

- Our role in the life-cycle of a medicinal product
« Medical devices

- The EU-System

- Our role
= Blood and tissue

= Staff and finance

i
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« Why were the tasks outsourced from the Ministry?
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Agenda AGES}I

= Medicinal products
- The EU-regulatory network :
- Our role in the life-cycle of a medicinal product

" The EU-Regulatory Network for AGES\F(
Medicinal Products -

National Competent Authorities MANAGEMENT BOARD
TAGES
‘(3 SRS — g
g bt ey R
o R
h ey %3 iég é 00& .§c’
L R Faf FFé
44 NCAs o e
50 to >1000 FTEs BE s =
BEE ER

(total >10.000)
ca. 600 VZK

Scinetific expertise from
NCAs;

ca. 15 FTE per NCA pery
for EMA (iotal ca. 600)

FHINER
HESEI.

(

EMA (scientific secretanaf).




Authorising a medicinal product in ﬁ{

e

the EU AGES
4 procedures possible:

National procedure

v

W

Mutual Recognition Procedure, MRP

Decentralised Procedure, DCP

W

 Centralised Procedure, CP

Processes of AGES PharmMed
in the Life-Cycle of Medicinal Products 'AGES,

-

P 8 Manufacturing

. Scientiic 7 Authorisation ffgessmeqt of
B Reguatory Advice' (GMp-Inspections) s o0 o
therapiutic ) GLP- & GCrd.qiESm|ons Marketing

CONCEPE e Authorisa

ty Signals
Risk Management
periodic GMP-Inspections

”'”.,«'*""T Variations / Renewais o

Suspension of Marketing Authorisation

Marketing
Authorisation 7

. Market Survelllance

(ijmcﬁai Control Author
¢ Batch Release

Variations of Manufacturing
e, Authorisation

Ly




Institute LCM | | \

N AGE ,(
Scope and responsibility AL
« Evaluation of clinical trials and non-interventional studies

» National and European scientific advice procedures

» Regulatory affairs for human & veterinary medicinal products
(national and MRP/DCP)

« Evaluation of statistical and epidemiological documentation

« Scientific evaluation of the clinical, non clinical documentation
and quality dossier for human and veterinary medicinal
products '

« Scientific Evaluation of herbal medicinal products, traditional
herbal medicinal products and homeopathics in relation to
quality, safety and efficacy

« Maintenance of MA; variation procedure, renewals

11

MA-procedures :
national & MRP/DCP

800 &

MA - nat.
i | ®MA - MRPE&DCP

MA - numbers

400

200

o : = ‘
N ] A 3 L
qp@ 8 rp&' oS ,PQ"‘ S ,@@ o r;S>°% "P@ S

12




h MRP/DCP New applications
CMD 1 January to 315 December 2010 AGES )

el ettt

adieres = it

FINALISED Procedures — MRP/DCP per RMS

450 T LTI e ]
400
350
300
2507 'EDCP
200 ‘EMRP
150+
100
50
D_ B i W T : ;
UK ML DCE DK SE FT R oHJ CZ = I8 M s = E N A EEMTP‘ BROE. VLL'E“G’Y!,I L"
13
AGES/
Participation of chemical assessors 2010
&2
70 § ® Nrappointed
assess0rs
80
) LY Nrdays
58 _a
40

30

20
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Processes of AGES PharmMed \
in the Life-Cycle of Medicinal AGES i
Products |

!  Sdientific / Autherisation
Reguiatory Advice {GMP-Inspections)

Assessmentof 5
© inica! Trials

GLP- & GCP-Inspecti

therapeutic
concept
Safety Signals &
Risk Management
Variations / Renewals o periodic GMP-Inspections
Su:,'zii‘:;%ng of Marketing Authorisation Market Survelliance
Authorisation Variations of Manul’acturiﬁgﬁ_ _ Official Control Authority

atch Release

Authorisation

15

OMCL
Sceperancé responsibility

AGES|

Pharmaceutical-Chemical Analysis and Pharmaceutical-Technical
Analysis

» market surveillance of chemical-pharmaceutical drugs

main focus on chromatography, spectroscopy, pharmaceutical technical
analysis, sampling of medicinal products

Biological-Chemical Analysis and Biological Anaysis

« Official Control Authority Batch Release for plasma derivatives and
vaccines
main focus on protein chemistry, coagulation analysis, immunochemistry,

NAT and virology

16

b



Pharmaceutical-Chemical Analysis

-
and Pharmaceutical-Technical AGES ,(
'&‘E"Egé s‘y‘gég Marketing Surveiliance of Pharmaceuticals |

1000
aoo | Quality Canirol European Warke |
& CQuality Control National Market \
800 17 @ Quality Defecis

o0
500

500
400 4
300 |

Number

200 -
100 -

[ o [EI—
Sarnpies from the legal Market Sanpbs fromthe illegal I\.’arket Samples for Pharmacopoeia |
Development 3

17

i"‘g H i JT"‘ 3 7
, E@ ical- eﬁh%m CczE nalysis and AGES (

Piasma derived Medicinal Products 2005 - 2010

Number of Baiches

18
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-
Pharmacovigilance AGES ,(
« Taking appropriate action in response to pharmacovigilance signals’,’\“\
systematically monitoring human and veterinary proprietary medicinal
products for previously unrecognised risks by assessing and
evaluating Periodic Safety Update Reports (PSURSs) and adverse
reaction reports;

« Reviewing and updating thé safety information;

+ Communicating safety risks and implementing risk management
plans;

+ Maintaining close contact with both MAHs and patients to raise
awareness of the importance of drug safety;

- Being an active partner within the worldwide nefwork of organisations
dedicated to minimizing drug risk, such as the European Medicines
Evaluation Agency (EMEA) or the World Health Organisation (WHO )15

Pharmacovigilance / -,(
Risk Management AGES|)
Clinical Spontansous raparts Epidemiclogical studies

Literature A
. Registies, ...

irials -
™

20
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Reporting Rates / Million Inhabitants
Austria 2003-2009

AGE S}I
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PSUR Waorksharing
P-RMS-ships per Memberstate 2010

B N W R WN
e % % % % % @

Number of P~-RMS-ships

80

22
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Productivity
Assessments per FTE 2007-2009 AGES{)

600

500

400
[ FTE
B Assessments/FTE

300

200

100

Processes of AGES PharmMed (
in the Life-Cycle of Medicinal Products AGES

i & gcientific i

® Manufacturing™ B0 ccmont of

Authorisation - X
B Regulatary Adwce (GMP-Inspections) Clinical Trials g i :
therapeutic T GLP- & GCP-Inspections Marketing
concept e o Authonsatmn

Safety Srgnais &
Risk Management -

periodic GMP-Inspections
Market Surveillance

Official Centrol Authority
b, DALCH Release

Variations / Renewals of4
Marketing Authorisation

Variations of Manufacturing
s  Authorisation

Suspension of
Marketing
Authorisation

24




Institute INS \"(
Scope and responsibility AGES
«Clinical Trials

- Inspeactions (GCP.PHV, ECs)
- Authorisation clinical investigations Medical Devices,

« GMP Site Inspections

- Medicines, API, Blood, Tissues

«GLP Site Inspections

Preclinical Trials and Bioequivalence Trials
«]T-Systems
« Medical Devices

- Inspections (production, distribution, health care users)
- Market surtveilance and vigilance

«Blood and tissue vigilance

A,

25

Agenda AGESI',{

« Medical devices
- The EU-System
- Qur role

26
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Konformitétshbewertung
i, Is, Im

i

Ex. Reinhard BERGER, 14, Jufl 2013

Ehat e

7

Processes of AGES PharmMed
concerning Medical Devices

QM-Certfication by

Notified Bodies Product Certification by
Notified Bodies

AGES][

Authorisation & Inspections
of Clinicat Trials with
Medical Devices

Medical Devices Vigilance
. Market Surveillance

inspections of Medical Davices
Producers and Operators

Medlcal Devices Register
by GOG

28
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Agenda . AGES|)

4

« Blood and tissue

23

Processes of AGES PharmMed

concerning Blood & Tissues AGES )

Manufacturing ’ :
Authorisaticn “Registration of
(Inspecticns acc. to Clinical Trlals ™
Medicinal Product Act GCP-Inspections
or Tissue Safely Act) Sl

Haeme- & Tissue Vigilance

‘periodic Re-Inspections

Variations of Manufacturing
: Authorisation

OrganTransplant Register,
Statistics on Blood consumption
by GOG (wiww.goeg.at)

30
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« Staff and finance

31

v
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|

Staff : AGES}

SCIO : : 7,9
QMGT 3,4
PHIT 19,3
PHMS 27,1
INS ‘ 51,2
LAB 46,7
LCM 156,9
PHV ' 23;%9

E e



Financial report 2010

FHpely 20064

EUR EUR
{msgizorifse mklssve Sebldven G003 EB3TTEL
Giabithren gemnal Gebthrengessly AT 114040
Umnsairerise sxkiusive Gebihnen 8848200 P Reis Rt
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31185754 IT 286 4%
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Botrichsergehnis 3662827 -3.277 440
Finsnzerpebnis 2R ABT 217.900
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dahresfohibetrag -& 463 87 3060440
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