Data Integrity Workshop

PDA machen
= Wednesday 6th September 2017 SR
(Iirﬁ::?ar;ce’r Location: Co. Dublin (Exact location TBC)
8:30-17:00
{ Time ‘ Topic ‘ Speakers ‘
08:30-09:00 Registration
09:00 - 12:00 Data Integrity Overview: Regulations and Guidelines
09:00 — 9:15 Open and Welcome Anne Greene, PDA/DIT
Matt Moran, BPCI
9:15-10.00 Recent findings/trends/issues from HPRA Speaker invited
auditors
10:00-10:45 Data lifecycle management MHRA Speaker invited
10:45-11:15 Overview of the new best practice Alice Redmond, CAI/PDA
guidelines
11:15-11:45 | Cultural aspects of Data Integrity Nuala Calnan, PRST/DIT
11:45-12:00 Coffee break
12:00 - 14:00 Data Integrity: An Industry perspective
12:00-12:30 Implementing a Culture of Data Integrity | Tom Davis, Hovione
12:30-13:00 | Paper to paperless: Upgrading/Managing | Brendan Magill, MSD
legacy systems
13:00-13:30 | Risk based approach for identifying Doreen Newhouse, Novartis
critical data and complying to DI in labs
and manufacturing environments
13:30-14:00 Lunch
14:00 - 16:00 Parallel Sessions
14:00 - 15:00 Workshop 1 Workshop 2
Computer systems validation Data Integrity training initiatives
15:00-16:00 Workshop 3 Workshop 4
Cloud based storage facilities Leading and lagging metrics for DI
16:00 — 16:15 Coffee break
16:15-17:00 Practical issues in DI Open Discussion Forum

Cost: €200 per person

enda.dempsey@ibec.ie

SPONSORED BY:

For further information contact: anne.greene@dit.ie or

m-gee| pharma
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