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Monday, 28-09-2015

Time Topic

09:00-09:15 Welcome

(Head of Research Knowledge Transfer, AGES Academy)

09:15-10:45 Presentation of the Department Research, Knowledge
Transfer, AGES Academy

10:45-11:00 Tea/Coffee Break

11:00-12:00 Walkabout through the area of the AGES
12:00-12:15 Open Questions

12:15-13:15 Lunch

13:15-14:30 Food Safety Sampling Plan and Reporting

14:30-14:45 Tea/Coffee Break

14:45-16:00 Risk Assessment

Tuesday, 29-09-2015

Time Topic

09:00-09:15 Welcome

Head of Institute Assessment & Analytics

09:15-10:15 European Network of Official Medicines

Control Laboratories

10:15-11:00 Structure & Tasks of the AGES “Bio” OMCL




11:00-11:15 Tea/Coffee Break

11:15-12:00 Official Control Authority Batch Release
12:00-13:15 Lunch

13:15-14:30 Testing of Plasma Pools

14:30-14:45 Tea/Coffee Break

14:45-16:00 Analysis of Plasma derived Medicinal Products

Wednesday, 30-09-2015

Time Topic

09:00-09:15 Welcome
Head of the Institute for Food Safety Vienna

09:15-10:00 Presentation of the Institute for Food Safety Vienna (Foods of
Animal Origin, Cosmetic Products, Consumer Goods,
Beverages)

10:00-10:15 Tea/Coffee Break

10:15-10:55 Department for Order- and Data Management,
Sample reception and -registration

11:00-11:15 Laboratory Visit: Foods of Animal Origin

11:20-11:30 Laboratory Visit: Bakery laboratory

11:30-12:00 Laboratory Visit: Research Entomology

12:15-14:00 Lunch

14:15-14:20 Laboratory Visit: Bakery laboratory

14:25-14:40 Group for Contaminants and Special Analysis

14:40-14:45 Tea/Coffee Break

14:45-17:00 Risk Communication

Thursday, 01-10-2015

Time Topic

09:00-09:15 | Welcome
Head of the Division for Public Health

09:15-10:30 Presentation of the Centre for Anthropogenic Infections
Vienna




10:30-11:15 Presentation of the Institute for Medical Microbiology &
Hygiene, Vienna

11:15-11:30 | Tea/Coffee Break

11:30-12:15 Labor Visit

12:15-13:15 | Lunch -

13:15-14:30 Presentation of the Department for Surveillance and
Infectious Disease Epidemiology

14:30-14:45 Tea/Coffee Break

14:45-15:30 Introduction and examples of ~Surveillance, case study
methods and case studies

15:30-16:00 Reflection and open questions

Friday, 02-10-2015

Time Topic
10:15-10:30 | Welcome in Linz

Head of the Institute for Food Safety Linz
10:30-11:15 Presentation of the Institute for Food Safety Linz
11:15-11:30 | Tea/Coffee Break
11:30-12:15 Food Additives

(Department for Food Analysis)
12:15-13:25 | Lunch
13:30-14:15 Mycotoxins

(Department for Contaminants)
14:15-14:45 | Tea/Coffee Break
14:45-15:55 Toys

(Department for Food Analysis)
16:00 Back with the train to Vienna

Monday, 05-10-2015

Time

Topic

09:00-09:15

Welcome

Head of the Area Food Safety Vienna

5




09:15-10:30 Presentation of the Area for Food Safety Vienna

10:30-10:45 Tea/Coffee Break

10:45-11:30 Department for Molecular biology and Microbiology/Division
Microbiology
Laboratory Visit: Microbiology of Cosmetics

12:00-14:00 Lunch

14:00-15:00 Cosmetics in Austria and regulations in and with Europe

15:00-15:15 Tea/Coffee Break

15:15-16:30 Final discussion, reflection of day

16:30-17:00 Instructions for the next day

Tuesday, 06-10-2015

Time Topic

09:00-10:05 Welcome, from the Head of the Austrian Medicines & Medical
Devices Agency

10:05-10:25 Introduction and Presentation of the field Austrian Medicines
& Medical Devices

10:25-10:35 Business development

10:45-11:00 Tea/Coffee Break

11:00-11:20 Inspection GMP/GDP

11:20-11:55 GCP Inspections

12:00-12:20 Medical Enforcement in Austria

12:20-12:45 Austrians role in European Reporting System & Signal
Detection Network

12:50-13:45 Lunch

13:45-14:15 Pharmacovigilance Assessment

14:15-14:35 CEP-Assessment Activities

14:35-14:55 Drug Licensing Activities — Case Management

14:55-15:15 Medical Devices Market Surveillance

15:15-15:30 Tea/Coffee Break

15:30-16:10 Final discussion, reflection of day




16:10-16:30

Introduction for the next day

Wednesday, 07-10-2015

Time Topic

09:00-09:15 | Welcome
Head of the Section Analysis of Chemical-pharmaceutical
Medicinal Products

09:15-09:30 | Introduction & Presentation Analysis of
Chemical-pharmaceutical Medicinal Products

09:30-10:00 | International relations and activities

10:00-10:15 | Tea/Coffee Break

10:15-11:15 | National and international cooperation in combating illegal
medicines

11:30-12:00 | Quality assurance and accreditation

12:00-13:00 | Lunch

13:00-13:45 | Cooperation in “Post Marketing Surveillance Studies” (legal
supply chain)

13:45-14:30 | Herbal medicines in AT

14:30-14:45 | Tea/Coffee Break

14:45-15:30 | Labour Visit

15:30-16:00 | Final discussion, reflection of day

16:00-17:00 | Introduction for the next day

Thursday, 08-10-2015

Time Topic

09:00-09:15 | Welcome
Head of the “Market service and food safety” an Institution of
the city of Vienna

09:15-10:30 | Introduction and presentation of the “Food Safety Authority of
Vienna”

11:00-13:30 | Visiting the company

“Oberlaa” -




13:30-14:30 Lunch

14:30-15:30 | Final discussion for open questions

Friday, 09-10-2015 _
Location: AGES-Vienna, Spargelfeldstrasse 191, 1200 Wien, Room A/E. 38.4

Time Topic

09:00-12:00 Summarize of the 14 days Study Visit,
Open-End Questions

Farewell Speech
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24 (Food Safety)~ 43 B (Public Health)- W5 {72 (Radiation Protection) ~
L 18 L i BERER A IS (Austrian Medicine & Medical Devices Agency) -
LRIt &ﬂﬁﬁﬁ?ﬁﬁ(Data Statistics & Risk Assessment) RtE H(Risk
Commumcauon)gﬁiﬁﬁ% 1155 # B (Research & Knowledge Transfer)%ﬁfsﬁ"ﬁ
A BB R0 & 22 2 M\ % (Austrian Federal Office for Food Safety -
BAES) 57 Bt F1| B Fl B e 22 4 i/ 28 (Austrian Federal Office for Safety in
Healthcare » BASG)&1F » #EfTEMA & ~ BEhn %ﬁ%ﬁ%ﬂ’ﬁ@ﬁ yid
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Medical Devices Agency

Austrian Medicine &

1) BAES: Austrian Federal Office for Food Safety (Authority)

www.ages.ot _ 2) BASG: Austrian Federad Office for Safety in Healthcare (Authority)

: AGES 4HZEHS
AGES B THSIE) 1350 A » HeHIRET ST0 A » SHHFAB#I290 A0 i
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FRAEUESER - TR B E e | AR SERA 200 B8
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1“2 Food Safety

() Veterinary Medicine
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() Austrian Medicine & Medical Devices Agency (5
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A% | | | Sy @@9\

*The Department of Food Seaurty cpermbes severdd expeanmertation
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- AGES #8011
AGES Rz ¥ & ~ S MB R B8R - Lies NEEAR -’
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&84 i SE B 5 BT B 2 (A gricultural Reference Laboratories) » 5
BIRAE T ~ SR A - |
B2 (Food Safety) 375 GG & SREROHT - T R e st |
R S B B e B & (Codex Alimentarius) B35 ~ BUMS &5 R A7
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¥~ FrE At (Novel food)Ze 2 HEET L » HL P Ry R ok I TR B
R &5%%%{%§§5§(Ausman Food Safety and Consumer Protection Act)
TR TR WM R B R T -
R OR € (Radiation Protection) 745 fUiE B e S B (b5t - BEESHEAE

VETH ~ BRSNS ECIEVETH - SRETIRAE - MR LER MRS A RRER S S B
FESETS R R B B 3B B e -

i R B E M E L E R AR R BT RS FRiRTsE
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L YRR

BT E R RS

— B R AEE F RN S IR BI R 47 A B A [ E (Integrated
Multi-annual national control plan » MANC) » F 5y By B FEETER KRR
St > A AR T A B (Ministry of Health) (3T » 36538 B0 9
(Bl H 77 7 AR B > B 2 AR RIE . AGES ETRER TR
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Food Control in Austria : AGESK

£4 M Certag Dot
" -.. ®CI N tTRTES

B e e BT

Institutions of food safety control . SK
system
——> Ministry of Health ————— :nsss::itT:rT s:;nr?/
}J\
9 provinces =
regional authorities {\zﬁ
. W
- inspections w—
- take samples
l \experﬁs&s
AGES labs AGES - Data, Statistics, Risk
3 province labs Assessment -
- reports
- data submissions (EC, EFSA)
- sampling plans

waw.ages.at

- B R RS T B IR T R T T
e PRERE T ARG T 2% B RIS AR A (E R B e
B R TR DU BERIE - DARIET iR B AR s -
2014 Bt REET BEILHETTAY 32,000 BESHEVAHT  FUFE 22,000 FHETRREE
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1 H RS (Objective samples) iz 11,000 (S & BOHEE F a5 20K
HYEE5ERE f(Suspect samples) » HEREESHA 6,000 {R{A2lH BG4 > 5,000
HRARTEREELTE) - A 11,000 FRAE BITTIERIPREE - |
% 1 AGES Rt SR B AR

Total

1]

B B E SRR O EE R EEE R RE

FESE TS - SRR IR M R AR - BIAIS SR A i S R i Ry
%@@EE;ﬁﬁﬁﬁﬁm%%%%°%%’ﬁﬂﬂ&%iéﬁ%kﬂﬁ
%ﬁ%%ﬁ%@%ﬁﬁﬁ%%%&ﬁﬁtkD%ﬁ%@%ﬁ%AD&ﬁ%’
ACHEEL R - T TS E % - 5951 > Bi—FREGTERR
BRI R E B H R T — » W0 e S B s EE
i 0 TR AVERR B g o — i SR R T T AT A
DEREREET 50 {8 B RTEMFIBN LN & il e R R A AL P 2R
HTRFE ~ R S YRR BRI ~ B RednfIie R S B ET RN 2 2t

F . BinbER T E A S HE A {5 ERET T/
State Population | Population | Overnight | Population+ | Population | Population
(%) stays nights/365 Key Key*
Burgenland 280 665 3.4%| 2699 592 288 061 3.3% 3.1%
Kérnten B 560991 6.7%| 12794 526 596 044 6.4%
_|Niederbsterreich | 1 593 857 19.2%| 6330967 1611202 18.6% 17.4%
Oberdsterreich | 1407 180 16.9%| 6711985 1425569  16.5% 15.4%
Salzburg | 52989% 6.4%| 23440 318 594 114 6.4%
1204 919 14.5%| 10049 876 1232 453 143%| 13.3%
Tir : [ 701391 8.4%| 41815 688 815 955 8.8%
Vorarlberg | 365733 4.4%| 7918 985 387 429 4.2%
Wien 1670749 20.1%| 9655181 1697 202 19.6% 25.0%
Total 8315379 100.0%| 121 417 118] 8 648 029 100.0%| 100.0%
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% WEHEENREEE RHEE o e RS ER TSR - 4
B I AHERE R RARBRRE ST ST - DUIS S B RSB IIGE R - Bt EE
T HHIHIEREES T AGES GAE40EEAT 60 T BESLERAITE 5,000 THAEA -
AR AR - BB IR B R BS
BE T |

Fap %é’l\?ﬂﬁﬂﬁ%f%ﬁﬂ%qﬂ  INERIARAE H TG soAmE E > =&
R e E - MY BT RS - ML EESES R =t
B R R - AR AR AR B RS A B
TRERHES -

N SHEAETERIVERSE T MR - BRI EE TR O DA RS
REAEBLMRITEN » DAMSOR T — SRR BRI 2% » AT R bt
OIITHIEBEEDR - WA MOk & T B BAEEBORFETN S -

R
—  AGES MBS EPISA 10 AT FFEH 50 T ARS8
T BRI TAMENESE - ERHER - REES oA - 8E
E&%‘é"ﬁ%‘%’ > BeanANII) ~ TRAEY) ~ RAFEWE © DURHE N RS
- ENBUSEYIRGOREANE - SSOMUBESZEAS - TEHE - B LSS
R {rHaRYESS - B TES] 100 ‘ﬁL/U: ° IESMI SRR B R A AIAS R
BEIARERE T2 S SR » IREET A BTG - 2 P T -
= faFMHazard)hiE RS EET HRTRE AN STEE YN - (LM E
oy FHER ARG o BB ST E M (qualitative) 7
Risk)AIZ A B LG ERETON - HHERSPNEERG ARG
R E Y FTAE MR T 8 B (quantitative) © [T #E{ TR 24T (Risk Analysis)
A PAHE T B AR BRI R B S0 - B 2341 ST DA S RS s (risk

assessment) ~ JElfzE ¥ (risk management) J JE\iG 7 3 (risk commumcatlon)
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RISK ANALYSIS - THE PROCESS

A process consisting of three components

risk assessment risk communication risk management

S

v ages.at

© R AR E

Risk analyses — | i\
Responsibilities P (

sk assesoment ) (_misk management

European Food Safety European Commission (DG
Authority (EFSA) SACNO)
AGES Federal Ministries
Local Authorities
BAES

EFSA, AGES, Federal Ministries -
Rapid Alert System for Food and Feed (RASFF)

vaAv.ages.at 2

B B R SR 53 4 T B T B
= BT isk assessment)E—[ERMEE RAGATIEITER » FERAGIERA
BT E A E A » R SR AR T 2 3 (HEEREA
FIE P (Scientific) ~ 17 4:(Independent) K W H:(Transparent) » i &Y
{56 4 {EF B ELE 245 7l (Hazard Identification) ~ /&35 453 (Hazard
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Characterization) ~ F&E& B 734/ (Exposure Assessment) 5z JE\fg 7 (4:H it (Risk
Characterisation) » H FiIf& & # Al k@B 107 - 2 B B AL B &
an % ZfE(ESFA)#T » AGES HS(T%E%%*MQEU TTHREEE I KRR
P T A -

xR R AGES TEBTT(E

AGE SK

International Network international,
(RASFF, EFSA WHO, OIE, EFSA,
IPPC,...) national
EMRISK - Unit

2 |Hazard Characterisation | Describe hazards according | international,
to different research reports, |EFSA,
toxicological studies, etc. national

Steps of Risk Assessment -
Relevance to MS

1 | Hazard Identification

VAW 30eS Bt 12

BURSPS51% - T DL BB RIR R R A T T AR »
BB ET & SR PR R A L BOFaRBk S o] BRI s
ST B R -

Example:

Exposure to cadmium from food AGESK

Measul'cdvaluos (pglkg) Consumption (g/d)* Cd intake (ng/kg BW/W)
5 3 E ¥ ¥ = : - . . 3 § - 3 & z 13 E
e . T = = 5 ¥ '_ X b :‘ fish an ’ '_. 3
fish and —— | o arey ¥ seafood o e
seafcod [ - oy r ors
meat {2 {(
PE——
———
—— vegetable
vegeubl L —— s >
= -
cereals — P——coreale
spices ‘_ = {—
olso.ds — | 2
—— —
| e potatoces
pmtoes - i
sweets LI &~ - chocolate
VWY, 3ges.at . I"Ausman food consumption data. Elmadfa ot al. 2009) 6

VAN, 3008 at

20

- BN R RS
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Examples AGES (

Exposure to DON Exposure to lead

) i
Preschool children ] e 'd,'.‘h - —

[

Tty ol e 1 %, Fod i by
Mnn e | %

Ay ages.at . 19

D B E S EEIRE SR SRR OON) R ES B RE RS
F~ BolesiZi4 S (Buropean Food Safety Authority » EFSAMAREREEHA 2002 4F
AL > RIS T AR B i R AP e PRI RIER I - Bl
MERHE R DUHOR S EE B R EAERN AR S » W TiES Y
MR EOR ARG T(F - EFSA gz 253ty 3,300 IHERET
R - MR FEE -

2 efsam

s b e

RISK ANALYSIS — THE PROCESS IN PRACTICE

Risk Management

Risk Assessment

EFSA carries out risk
assessment on safety of certain
neonicotinoids for bees

Risk managers suspend use of
certain neonicotinoids in EU

v
EFSA evaluates safety of Risk managers decide
every GMO on a /¥, whether or not to authorise
case-by-case basis +  each GMO

EFSA collects and analyses -
datafroraMember.States oh Risk managers set reduction
prevalence of Salmonellain A :argetshfor S_alrr:\onelzla in
poultry holdings and assesses ./ '2¥ing hens inthe E

risk for human health 5

VWAY.ages. at
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© EFSA R\l 3 BIP BGREE 1
AGES HyEbg a5 BRI 555 (B E A TR T b /> 4 (Risk ranking)
LA > RIS ER kR ERGETHE - REREGRLAS S H %
SESERAGETT BRI 8 > DMBUR AT BB SCIFFIZS -

e

A
Assessment of AGES Experts AGES (
Hazard carrier: Food, Water, FCM — Risk carrier: Human »

Saaentific knovdedge ‘
- .
little knowledge high knovdedge

~ Hazard groups

@ :’ PE ‘, AH Pharmaceuticals, Hormones
U/ AL Allergens

BE Irradiation

Dt Dioxins and PCB

ED Endocrine Disruptors

FE Malnutrition

GV GMO

KO Contaminants

MB Marine Biotoxins

MS Migrating Substances

MY Mycotoxins

NP Nanoparties

PA PAH

PE Pasticides

Pl Plantingredients

PM Food borne pathogens

| RA Radloactwvity

' TA Deceptive Labefing

very low Yoy NV TE Toxic elemants

Risk Assessment - Expert 75 Food Additives

3
z

Risk assessment — Population
1

vay.ages.at 39

- AGES &bz sy e &1
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AGES-MEA Institute of Assessment & Analysis (BGA)

—~  BGA 49 5 5L > 435 & Analysis of Biological Medicinal
Products(BAMA) ~ Analytical of Chemical-pharmaceutical Medicinal
Products(CPAA) ~ Clinical Assessment of Safety &Efficacy(CASE) ~
Biologicals, preclinical &Statistical Assessment & Centralised Procedures of
Veterinary Medicinal Products(BPSV) 2 Assessment
Pharmacovigilance(APHV) » %2 T {F Ry & i fo 2 BRI B 7 8 B
B = 494X (Official Medicines Control Laboratories, OMCL Network) .k

SCIO
A. Laslop

M. Stain
H. Huemer

[ ema ) [ eoem |
o)
-
A Clinical A of
Safety & Efﬁucy
S B. Tucek
S
e r BPSV
s Biologicals, Preclinical.&
) Statistical Assessment& [~
s CP of Vet. MPs
m B. Zemann
c APHV
n A
t Pharmacovigilance
L B. Tucek

. Institute of Assessment & Analysis (BGA)%H %% [E
— > BEETZBG(EU Commission) B S & (Council of Europe)3&[E]
JERS 1994 42 5 H 26 HECIZEREE OMCL 484% » $t % Eriaiy A @
o H BRI E S ERY 7 » HE(R EU/EEA SENAYEE positive
benefit/risk ratio » i FF4E % I B K A R
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i B B % (OMCL)-Bio
EDQM (i3 1995 -4 IEIAHEE By OMCL HU M E R » B 17 S4B S8l
%2 OMCL k: EMA HHEHBERE1E - WHEES - S B R Rnsa 7=
(joint programs ) ~ #{T OMCLs [#1.> 5 J73\E# % TF » H AT OMCL 444%
& 40 {ElglZe ~ #8248 100 X OMCL EEj= -
IRy OMCL &35 2% FEEYSrEtalh - DB B A TR
FEEHFINY OMCL B WSS RALEEEL "8 » i AGES-MEA FA[H
BILE(T - AR 34 R - Hop > RIEBSAHRE 26% - HedEA
£~ B EEEARE -

OMCL

Gerhard Beck

Chemical-
pharmaceutical
Medicinal Products

Roman Macas

Biological
Medicinal Products
Heidemarie Schind|

Ghromatographic, Pharmac-eutm
Coagulation Factors Spectroscopic & sl
P ool Testing | | &Protsin Anaiyics Identification g
Dieter Pullirsch Christoph Kefeder T:Iethof: Methods
Al Reinhard Stark j
Possingergasse 38 Spargelfeldstrae 191
1160 Vienna h 1220 Vienna
OCABR LJ Chem-Pharm Marketing Surveillance

- L] OMCL
EYEEA R EEARIVEEY) » BB S YRR D TEY) » 415
B~ MURERIS - RAR R 2R H S RBGE ORI - SUEE R
BRRE  (EF AT R BUS A e 2 oA S THE T -
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BAMA %5 OMCL-Bio» fEA: W&y EriRiIHYEE /5T £ 31 Official Control
Authority Batch Release (OCABR) ~plasma pool test~Batch Protocol Review
(OBPR) ~ H5EES -

BUHPFI R fEER R » ft8E FIRYR & i #¥(Plasma pool) FRIZHAE UKL
W AT (NAT)#H] HAV ~ HCV RNA -~ fg] ParvoB19, HAV and HEV 2515
H » K HIV 1/2 antibodies ~ HBsAg MUEE@ER - bt R b1t Rede

— 25 R B R -

Plasmapools 2006 - 2014

3500

3000 /

c
)
w7500
E /
He |
52000 e —c
© /
[}
&1500
£ /
[72]
[0
= 1000
=
(4]
£ 500
<
0 T T T T T T T T T 1

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014
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SD Plasma ' 7,9
"Human Albumin 1,9
Immunoglobulin 6,5
Coagulation Factor 2.3
Fibrin Sealant 3,0
Vaccines 1,7

Plasma Derived Medicinal Products 2006 - 2014
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