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Toulouse, France,  2-6 March 2015

	DAY1-Monday , 2 March 2015

	Time
	Activity
	Activity description
	Academic Staff

	08:00-8:30
	
	Meet & Greet – An overview on the course
	ALAIN BOUSQUET-MELOU

	08:30-10:30
	Lecture 1
	Linearity vs. Nonlinearity & Linear vs. non-linear regression: The goal is to introduce the main basic statistical concepts that will be used during the course.
	DIDIER CONCORDET

	10:30-11:00
	Morning break, coffee

	11:00-12:00
	Lecture 2
	What needs to be validated for an analytical technique; Statistical methods to test Linearity, accuracy, precision, agreement.. of an analytical technique
	PIERRE-LOUIS TOUTAIN or Marlene LACROIX

	12:00-13:30
	Lunch

	13:30:-15:00
	Exercise 1
	Review of the Phoenix data processing, plotting, computation and exporting results in Excel and Words, templates … 
	PIERRE-LOUIS TOUTAIN, ALAIN BOUSQUET-MELOU, AUDE FERRAN, and others

	15:00-16:00
	Exercise 2
	Building and validation of a calibration curve with Phoenix/WinNonlin;  Notion of residuals, weighting factors as proposed by Phoenix/WNL but also  1/X and 1/X^2 using a user vector, back calculations, including with an equation having a quadratic components etc.
	PIERRE-LOUIS TOUTAIN, ALAIN BOUSQUET-MELOU, AUDE FERRAN, and others

	16:00-16:30
	Afternoon  break, coffee

	16:30-18h
	Exercise 2
	continued
	

	DAY2-Tuesday 3 March

	8:30-10:00
	Lecture 3
	Body clearance: an overview
	PIERRE-LOUIS TOUTAIN

	10:00-10:45
	Lecture 4
	The half-life: an overview
	PIERRE-LOUIS TOUTAIN 

	10:45-11:15
	Morning break, coffee

	11:15-12:00
	Lecture 5
	Volume of distribution: an overview
	ALAIN BOUSQUET-MELOU

	12:00-13:30
	Lunch

	13:30:14:30
	lecture 6
	Bioavailability (rate and extent ): protocols (plasma, urine, metabolites), estimation, interpretation 
	ALAIN BOUSQUET-MELOU

	14:30-15:00
	Lecture 7
	Modeling: goal, main concepts, usefulness, limits ….of different classes of PK models (The primary goal is to review 1- and multi-compt models
	PIERRE-LOUIS TOUTAIN

	15:00-16:00
	Exercise 3
	Phoenix WinNonlin: one compartment model , IV dosing and oral dosing
	PIERRE-LOUIS TOUTAIN and others

	16:00-16:30
	Afternoon  break, coffee

	16:30-18:00
	Exercise 3
	continued
	

	
	
	
	

	DAY3-Wednesday 4 March

	8:30-9:30
	Lecture 8
	Estimation of Withdrawal times: meat vs. milk (EMA regulation vs. US regulation)
	PIERRE-LOUIS TOUTAIN

	9:30-10:30
	Lecture 9
	Dose linearity vs. dose proportionality 
	PIERRE-LOUIS TOUTAIN

	10:30-11:00
	Morning break, coffee

	11:00-12:00
	Exercise 4
	Computation of a withdrawal period for meat (EU approach) using the EMA software (WT 1.4 by P Heckman)
	PIERRE-LOUIS TOUTAIN

	12:00-13:30
	Lunch

	13:30:15:00
	Exercise 5
	To demonstrate a dose-linearity and dose- proportionality using a real data set.  The goal is first to perform an ANOVA with Excel, then a linear regression with Phoenix/WNL (with and without a quadratic component to test linearity), and finally to use a power model to measure proportionality after a log/log transformation according to Smith et al. (an paper that should be read by the attendee before the course) allowing to introduce the concept of equivalence.
	PIERRE-LOUIS TOUTAIN

	15:00-16::00
	Lecture 10
	Non compartmental analysis
	ALAIN BOUSQUET-MELOU

	16:00-16:30
	Afternoon  break, coffee

	16:30-18:00
	Exercise 6
	A test exercise to illustrate NCA with physiological interpretation
	ALAIN BOUSQUET-MELOU

	DAY4-Thursday 5 March

	9:00-10:00
	Lecture 11
	Bioequivalence & presentation of the last veterinary EMA guideline:
	PIERRE-LOUIS TOUTAIN

	10:00-10:30
	Morning break, coffee

	10:30-12:00
	Exercise 7
	Analysis of a 2X2 crossover design for a bioequivalence trial.
	PIERRE-LOUIS TOUTAIN

	12:00-13:30
	Lunch

	13:30-16:00
	Exercise 8
	Use of Phoenix for more complex model analysis: The case of a One-compartmental model with Simultaneous IV, oral and IM  dosing for a new antibiotic in pigs
	PIERRE-LOUIS TOUTAIN and others

	16:00-16:30
	Afternoon  break, coffee

	16:30-18:00
	Exercise 9
	Use of Phoenix for simulation: how  to simulate a monocompartmental model with two rate constants of absorption (model build with differential equations) , introduction of a noise in the data set and how to use deconvolution to re-estimate the rate constant from the simulated data set
	PIERRE-LOUIS TOUTAIN

	DAY5 Friday 6 March

	8:30-9:30
	Lecture 12
	Plasma protein binding: an overview
	ALAIN BOUSQUET-MELOU

	9:30-10:30
	Exercise 10
	Estimation of Bmax, Kd and NS using linear and Non Linear regression.
	ALAIN BOUSQUET-MELOU

	10:30-11:00
	Morning break, coffee

	11:00-12:00
	Lecture 13
	The pharmacodynamic models  and PK/PD modeling
	ALAIN BOUSQUET-MELOU

	12:00-13:30
	Lunch

	13:30-16:00
	Exercise 11
	How to build a rather advanced model using the Graphical model editor of Phoenix
	PIERRE-LOUIS TOUTAIN

	16:00-16:30
	Afternoon  break, coffee

	16:30-17:00
	
	End of the workshop and debriefing 
	ALAIN BOUSQUET-MELOU



