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Needs analysis questionnaire

To ensure that the workshop corresponds to your needs, please complete this questionnaire together with the pre-workshop assignment.

Name



Current job



How much experience do you have [specify area(s) dealt with by the workshop]?



Do you have any other relevant experience?



Are you attending this workshop to get credit towards your certificate?

Yes:			No:		Undecided:


Which three questions would you most like to see answered during the workshop?  (Questions must be within the scope of the workshop as described in the Abstract.)


Please rate each topic in terms of its importance to you.  As far as possible, time during the workshop will be allocated to the items with the highest scores.
1 = I do not want much time on this    2 = I need some time on this    3 = I need lots of time on this

	Topic
	Score (tick appropriate box)

	
	1
	2
	3

	Modelling Methods and principles
	
	
	

	PK/PD modelling
	
	
	

	Impact of modelling on drug label
	
	
	

	Information required when reporting data
	
	
	



 Please return to:
 
Dr Graham Blakey						 by Friday 15th Oct 2021
BioCity
Pennyfoot Street
Nottingham
NG1 1GF
www.pharmakinetic.co.uk 

Tel +44 (0) 7914 010009 
Email graham@pharmakinetic.co.uk
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Pre-workshop assignment

Objective
To ensure participants are familiar with basic pharmacokinetic terminology and principles
To provide some background on the use of pharmacokinetics/pharmacodynamics in drug development

Content
Reading list

Assessment criteria
Not applicable

Instructions
This workshop assumes a basic knowledge of pharmacokinetics.  Participants must therefore have an understanding of common pharmacokinetic terms as these aspects will not be covered in the workshop.

Resources and materials
Participants need to familiarise themselves with the terms in the attached abbreviations document. In addition, they need to read the FDA regulatory guidance on exposure response relationships (see link below). If it is a while since you have been involved with PK studies, the tutorials on YouTube listed below are a useful refresher.

FDA guidance on exposure response relationships
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM072109.pdf

Introduction
https://www.youtube.com/watch?v=8-Qtd6RhfVA&list=PLqWaR4Tc1ktDmPDEzasZ2Die0PTjtmRwo&index=2&t=0s

Absorption
https://www.youtube.com/watch?v=pWW-aq7iSa0&list=PLqWaR4Tc1ktDmPDEzasZ2Die0PTjtmRwo&index=3&t=0s



Distribution
https://www.youtube.com/watch?v=6erefsWCVxg&list=PLqWaR4Tc1ktDmPDEzasZ2Die0PTjtmRwo&index=4&t=0s

Metabolism
https://www.youtube.com/watch?v=ztsBn8gsfHw&list=PLqWaR4Tc1ktDmPDEzasZ2Die0PTjtmRwo&index=5&t=0s

Excretion
https://www.youtube.com/watch?v=VZRVt9r4oSM&list=PLqWaR4Tc1ktDmPDEzasZ2Die0PTjtmRwo&index=6&t=0s



Time required
1.5h
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Common terms and abbreviations





		Ae

		Amount of drug excreted unchanged in urine



		AUC0-t

		The area under the plasma drug concentration–time curve up to time ‘t’



		AUC0-tlast	

		The area under the plasma drug concentration–time curve up to the last measurable time-point



		AUC0-	

		The area under the plasma drug concentration–time curve over the dosing interval 



		AUC0-,ss	 

		The area under the plasma drug concentration–time curve over the dosing interval  at steady state



		AUC0-inf 	

		The area under the plasma drug concentration–time curve to infinite time (sometimes given as AUC0-∞)



		b		

		Blood



		BCRP

		Breast cancer resistance protein



		BSEP

		Bile salt export protein



		CI		

		Confidence interval



		Clast		

		Last quantifiable plasma drug concentration



		Cmax 	 

		The maximum observed plasma concentration determined directly from the raw concentration–time data



		Cmax,ss	 

		The maximum observed plasma concentration determined directly from the raw concentration–time data at steady state



		Ct		

		Plasma concentration at time t



		CL		

		Total body clearance following vascular administration of drug



		CLcr

		Creatinine clearance (a measure of renal function)



		CLint	

		Enzyme catalysed removal of a drug by the eliminating organ. Higher the value the greater the capacity the organ has to metabolise the drug



		CL/F		 

		Total body clearance following extravascular administration



		CLmet 		

		Total metabolic clearance in the body



		CLR		

		Renal clearance



		CLH

		Hepatic extraction ratio



		CYP450	

		Cytochrome P450 enzyme



		DDI		

		Drug drug interaction



		EH	

		Hepatic Extraction ratio, the fraction of drug removed across the liver



		F		

		Bioavailability of drug



		fu		

		Fraction of drug unbound



		fub

		Fraction of drug unbound in blood



		fut

		Fraction of drug unbound in tissues



		H		

		Hepatic



		k		

		Rate constant



		ka	

		Absorption rate constant (describes rate of drug input into the systemic circulation for a compound given extravascularly)



		LLOQ	

		The lower limit of quantification for the bioanalytical assay (measured values of drug that fall below the LLOQ cannot be accurately measured with confidence and are generally reported as LLOQ rather than the measured value)



		MABEL

		Minimum anticipated biological effect level



		MDR/MRP

		Multidrug transport protein



		NCA		

		Non-compartmental analysis



		NONMEM	

		Nonlinear mixed effects modelling



		NTCP

		Na+ taurocholate co-transporting polypeptide



		OAT

		Organic anion transporter



		OATP

		Organic anion transporting polypeptide



		OCT

		Organic cation transporter protein



		PA2		
		 

		the negative logarithm to the base 10 of the molar concentration of antagonist that makes it necessary to double the concentration of agonist needed to elicit the original submaximal response



		Pgp

		P-glycoprotein



		PD		

		Pharmacodynamic



		PK		

		Pharmacokinetic



		PBPK

		Physiologically based pharmacokinetic



		POPPK

		Population pharmacokinetics



		Q 		

		Blood flow



		Rac		

		The accumulation index



		ss		

		steady state



		t1/2		

		The terminal half-life



		tmax		

		The time of first occurrence of Cmax



		tmax,ss		 

		The time of first occurrence of Cmax,ss



		UGT

		UDP-glucuronosyl-transferase



		V 	

		Apparent volume of distribution following vascular administration of drug



		V/F 		 

		Apparent volume of distribution following extravascular administration



		WinNonlin	

		PK software used to do non-compartmental analysis and compartmental PK and PK/PD modelling



		λz 	

		The terminal plasma elimination constant was estimated from the analysis of the terminal portion of the plasma concentration-time profile (sometimes given as ‘k’)



				

		Dosing interval
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