Summit compounding
overview day 1
“what have we learned sofar”

Paul Le Brun
The Hague, Friday, September 24

Scope and definitions:
“why are we on earth as pharmacists?”

Why are not all medicines available?

* Orphan drugs

* Drug shortages

* Neglected patients (old, young, bad swallowers)
There is simply no other drug or the
preparation is better than a licensed medicine

Risk of a possibly defective design or
preparation process

Balancing the risks; but ask for enough
money!

Added value




Quality and safety: how to reach a quality
standard in European hospital pharmacies

* Survey
* Harmonization of standards
* Legal and professional standards

Care versus Trade

OGMP = Prof Standards
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Site master file:

* General information: WHAT

e Personnel: WHO

* Premises and equipment: WHERE
* Documentation: HOW

* Basic document
» Design step by step

Business plan:

* What to consider: trends in therapy,
customers, costs, legsilation, competency.

* Proposal (eg facilities, equipment, personnel,
Q system, validation, logistics and
Procurements)

* Consider “what if”: risk management




Premises and equipment:

How do you validate and when do you start
with validation

V- model

VMP Documentation

Design principles and fundamentals
Example of lay outs

Discussion! (legislation, cost and risks)

TPN case

State of the art facility

Still an incident might occur
Professional Standards!
Transparancy!




The group work

* You all work hard but does it work!

* Are you all organized (president and
secretary)

* Presentation!

Preview on day 2

* We start at 8:30(!!) with “Product design”

* Continue with your topic and add the new
subjects

* Keep in mind that we expect also, a poster
from every group for the next EAHP congress,
March 2011 (deadline October, 15)

e Sign out (Points!) and
* Now: cocktail!




