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Changes around year 2005

 End of review of pre-1978 medicines
 Introduction of de-centralized procedure
 New organization of BfArM
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National Scientific Advice procedures
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The general process:

Request for Advice (application form, list of
questions, documentation if already available)

¥

Validation of the request — Confirmation of
acceptance or request for additional documents

¥

Definition of the team of assessors, proposal for

a meeting date (if applicable) — Agreement with

the applicant on the meeting date or information
that written advice will be provided

¥

Request for supplementary information if
considered necessary for providing the advice

¥
‘ Advice meeting or submission of written advice |
¥

‘ Review and finalisation of the meeting minutes |




GB BIAPMI

Scientific Advice Co-ordination by BfArM
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CHMP (Co-) rapporteurships
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RMS for MA-Applications (MRPIDCP) in 2007
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SOP: Allocation of Resources to Core Tasks
In Centralized and Decentralized Procedures



Exceptions from Evaluation via AR

Implausiblility in the RMS-AR

Conflicting recommendations for MA between
RMS and BfArM

Particular importance for public health
Contribution to the scientific focus of the unit

BEArVI
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“Flying” Teams

At the end of the data protection period:

e Open slot for generic applications for a given
active substance

« Evaluate all applications in parallel by a
“flying” team

o After evaluation, re-focus the team on the
next active substance
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Time Needed for Different Procedures
Measured by an Accounting System

(Angaben in Stunden)
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Workload of Finalized Procedures per Division
(January 2006 — April 2008)
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Workload

To cope with the increasing workload:

 Make processes more efficient (e.g. “flying”
teams)

 Introduce electronic workflow system
e Hire more personnel



BfArM: Possible Goals

e Improve position in regulation

— Improve processes with focus on the
decentralized procedure

— Focus on neurodegenerative diseases
e Improve position In research

— Focus on neurodegenerative diseases

— Cooperate with academic environment

BEArVI
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Cooperation with Academics

 Pharma Zentrum Bonn
 Helmholtz Centre for Neurodegenerative Diseases

e NRW International Graduate School BIOTECH-
PHARMA

e Caesar

» Cooperation agreement Bonn University
» Bilateral research projects with universities
e Participation in 7th EU framework program



BfArM: Possible Goals

e Improve position in regulation

— Improve processes with focus on the
decentralized procedure

— Focus on neurodegenerative diseases
e Improve position in research

— Focus on neurodegenerative diseases

— Cooperate with academic environment
e Think European

Good luck, BfArM!
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