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Regulatory DATA MANAGEMENT

14 JUne 2016
Programme and Speakers:
13:30
Session introduction Annabelle Bruyndonckx or Rembert Van de Sande BRAS Education Group – (ENG)
13:35
International standard on Identification of Medicinal Products (ISO IDMP) 


Substance, Product, Organisation and Referential (SPOR) 

Many regulatory activities rely on ICT systems. A common and global data model for medicinal products and the use of the same European standard terms for substances, products, organisations, and referentials is essential to obtain interoperability between these different systems, avoid duplication of encoding work and enhance the quality of the information. The presentation explains the foreseen planning at EMA and the impact analysis. 

Dr. Pieter Vankeerberghen - Federal Agency for Medicines and Health Products (ENG) 
14:20
Cloud 112

Cloud has changed the way people do business with each other all over the world. This session provides insights in the key principles of cloud and how pharmaceutical and biotech companies can benefit from it.


Katrin Spaepen and Paul Attridge - Veeva Systems (ENG)
15:00
How cloud principles are used in RIM 

Industry is faced with increased competition, extended drug development paths, a myriad of disjointed processes and systems and more stringent regulatory guidelines. This forces industry to rethink the way they manage their regulatory data and content and regulatory professionals are often put on the hot spot. This session provides best practices around the use of cloud principles to manage regulatory information in an efficient, yet compliant way.


 Katrin Spaepen and Paul Attridge - Veeva Systems (ENG)
15:40
Coffee break
16:10
Data Management and Data Protection Regulation
Data management implies the processing of personal data. Processing of personal data is strictly regulated in the EU. A new EU regulation has just been adopted by the European institutions. It will apply as from May 2018. This session will provide (i) an overview of the new rules, (ii) guidance on how to process personal data, including health-related data and (iii) practical guidance on how to enter into agreements with third parties for the processing of personal data.


Jérémie Doornaert, Simmons & Simmons LLP – (ENG)
16:50
Questions & Answers
17:20
End of session Annabelle Bruyndonckx or Rembert Van de Sande–– BRAS Education Group – (ENG)
Registrations through our website. (www.bras-org.be)

For non BRAS Members not yet registered on our website please first do so and after having received partial access log in with the codes you have chosen, go to the Members menu and on the line of the Medical Devices, you click on the green sign at the right side of your screen.  The system will send you a confirmation by return.

If you need more assistance please contact Brigitte at bras@bras-org.be or phone her on 02.757 06 29.

Location : De Montil, Affligem from 13.30 until 17.20
Fees : BRAS member 150€ - Non BRAS member 350€
It is understood, to be admitted to the session, that the fees have been pre-paid.  In case of cancellation after 6 June 2016, the fees are due and will be invoiced.

