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fIRST ANNOUNCEMENT




8th EXPERT CIRCLE ON COMPUTERISED SYSTEMS

Vienna (Austria) May 22-24, 2012
“Training in inspection of computerised systems, inspection techniques and tools”

The Agency for Health and Food Safety (AGES) is pleased to invite GMP inspectors to a Computerised Systems Expert Circle meeting to be held in Austria in May 2012. The following preliminary information is available, for the time being:

1.
Draft program of the meeting:

Day 1: 22. May 2012
13:00 – 17:00 
Steering Committee – consolidate the proposed changes to PI 011-3 (PIC/S Guidance document)

Day 2: 23. May 2012

08:30 – 08:45 
Opening remarks

08:45 – 10:15 
USFDA’s experience in inspecting computerised systems 


Names of the speakers and titles of the talks to be confirmed

10:15 – 10:30
Coffee Break

10:30 – 12:30 
USFDA’s experience in inspecting computerised systems 


Names of the speakers and titles of the talks to be confirmed

12:30 – 13:15
Lunch

13:15 – 14:30
GAMP5 (Sion Wyn; member of the GAMP® Council and the GAMP® Europe Steering Committee)

14:30 – 14:45
Coffee Break

14:45 – 16:00
GAMP5  continued
16:00 – 17:00 
Update on proposed changes to the PI 011-3 PIC/S Guidance document on Good Practices for Computerised Systems in Regulated GxP Environments. Discussion with participants 

19:00 – 22:00
Social get-together

Day 3: 24. May 2012

08:30 – 09:30 
Development and testing of a process control system of a biotech plant 
(Andreas Czank, Swissmedic, Switzerland)

09:30 – 10:30 
Inspection of critical bespoke software/automated systems  (Dragana Milic, TGA, Australia)

10:30 – 10:45
Coffee Break

10:45 – 11:45
Grading of findings related to Computerised Systems (Karl-Heinz Menges, Regierungspräsidium Darmstadt, Germany)
11:45 – 13:00
Lunch

13:00 – 14:00 
Inspection of blood bank systems; including software suppliers (Dragana Milic, Andreas Czank, Ronald Bauer)

14:00 – 15:15 
Inspection of computerised laboratory systems (Ronald Bauer, Austrian Agency for Health and Food Safety, Austria)

15:15 – 15:30
Coffee Break

15:30 – 16:30 
Inspection of clinical systems (Ronald Bauer, Austrian Agency for Health and Food Safety, Austria)

2.
Goals of the meeting

To draft an updated  PIC/S Guidance document on Good Practices for Computerised Systems in Regulated GxP Environments (PI 011-3) and discuss the proposed changes with the experts from participating authorities. 

To improve consistency among inspectors in the assessment of GMP computerised systems.
To equip participants with specific knowledge and practical techniques for GMP inspection of particular areas/types of computerised systems. 
To provide participants with documented training material to assist with inspections. 

3.
Schedule

The Steering Committee of the EC will meet on Tuesday 22 May in the afternoon (13.00 - 17.00).

The Expert Circle meeting will start on Wednesday, 23 May at 8:30 and end on Thursday 24 May at 16.30. 

4.
Venue 

The meeting will be held in Vienna, Austria. Please see the additional information provided below.

6.
Registration fee

The registration fee is 120 Euros. It includes morning and afternoon coffee / snacks, 2 lunch buffets and an evening event.  
Payment should be made to: 

Österreichische Agentur für Gesundheit und Ernährungssicherheit

A-1220 Wien, Spargelfeldstraße 191

Bank: 



BAWAG P.S.K.




A-1010 Wien, Georg-Coch Platz 2

Kontonummer:


96 006 506

BLZ:



60000

IBAN:



AT 58 60000000 96 006 506

BIC/SWIFT:


OPS KAT WW

Tax-ID number: 

ATU 54088605

6.
Pre-Registration 

Inspectorates who intend to send inspectors to this meeting are asked to pre-register by sending following information to inspektionen@ages.at with copy to verena.eisele@ages.at:

· Name of inspectorate and number of participants: please give the number of experts as well of trainees of your inspectorate; please use in the mail subject the key wording: “PIC/S EC Vienna 2012”
Deadline for Pre-registration: March 15th, 2012
Venue, Accommodation and Travel Information

1. Venue

The venue for the PIC/S meeting is:

Hotel Stefanie
4th Floor,

Taborstrasse 12
1020 Wien
2. Accommodation

We suggest Hotel Stefanie, where the meeting will take place or Hotel City Central. Both hotels are 100 meters away from each other.
For this event the hotel has given us a special offer. If you whish to book a room at this place please use the form attached to this announcement.  

Please note:  This rate will only be available in conjunction with the use of the attached form on the last page of this circular. The special rate will be available until April 9th, 2012.
You may choose any other hotel within the inner city of Vienna. 
A suggested website for accommodation options and bookings is:  www.booking.com/wien 
Please also see the following Map of Vienna, which may be useful in deciding on a suitable location:

http://www.wien.gv.at/stadtplan/
3. Travel

i)
Flights to Vienna from most European Cities can be booked via Austrian Airlines, Lufthansa, Swiss, Air France, British Airways etc. For flights from outside of Europe we refer to any major airline (ask google for their homepages).

ii)
From Vienna Airport to Hotel Stefanie, Taborstrasse 12. 

Taxi: Taxis are available from the ground floor level of Vienna Airport, outside the Arrival Terminal. Expect to pay approximately 30 to 35 Euros from the airport to Hotel Stefanie.

City Airport Train (CAT):  Departs downstairs from outside the arrival terminal at the Airport (follow the green “CAT” sign). The fare is 10 Euros one way. It terminates at “Wien Landstrasse”. From there use the underground line U4 direction “Heiligenstadt” and exit “Schwedenplatz”, cross bridge “Schwedenbrücke” and enter “Taborstrasse” where the hotel is located.
For further details on train and bus transportation from the airport to Vienna go to http://www.viennaairport.com.

Rental Cars: Visit this site: http://www.rentalcars.com/en/airport/at/vie/ 
Hotel Booking at “Schick Hotels Wien”




               Please return this form completely filled in till latest APRIL 09th 2012 to either

HOTEL STEFANIE 
OR   HOTEL CITY CENTRAL

 ARRIVAL:  ____  - ____ - _____ 
                 
day     month   year

 DEPARTURE:  ____  - ____ - _____

                 
day     month   year

Total number of nights: …………
HOTEL STEFANIE  -  Taborstrasse 12, 1020 Wien

FAX: +43 1 211 50 526   oder  stefanie@schick-hotels.com, TEL: + 43 211 50 - 0

· Single room:


Euro 149,00,-

HOTEL CITY CENTRAL  -  Taborstrasse 08, 1020 Wien

FAX: +43 1 211 05 140   OR   city.central@schick-hotels.com, TEL: +43 1 211 05 - 0

· Single room:


Euro 119,00,-

All prices are per room and per day, including full buffet breakfast, free internet, service and all taxes. All our rooms are furnished with bath/shower, WC, air-condition, TV with 30 channels, CNN, Pay-TV, direct dial telephone, radio, minibar and hair dryer.

Guest Information:

Company: ..........................................................................................................................

Guest Name ……………....................................................................................................

Address..............................................................................................................................

City:.................................... Postal code:...........................Country ..................................

Email: .................................................................................................................................

Tel.:........................................................ Fax: ..................................................................

This booking cannot be guaranteed without a credit card statement.

Credit Card number:  _  _  _  _  -   _  _  _  _   -   _  _  _  _   -   _  _  _  _
Type:
( VISA ( Eurocard ( Diners ( Amexco

Expiry date:…………………………………………….

Name:
……………………………………………..

Signature:
……………………………………………..
PS INF 3/2012
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