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The number of biopharmaceutical products is increasing in the clinic and in the market. This 
requires the development of biological tests to fully evaluate the biological functionality and 
safety. For the validation of such bioassays several experiments must be performed to dem-
onstrate that the method is capable of measuring the biological activity of test samples. To 
quantify the performance statistical methods form an indispensable tool.

This workshop will provide information on the types of experiments and the statistical analy-
ses that may be performed to calculate the bioactivity and estimate the validation param-
eters of bioassays. The workshop will discuss the guidelines on analysis and validation and 
the methods will be illustrated with real cases on bioassays.

Prof. Edwin van den Heuvel, University of Technology, Eindhoven

 � Manufacturing process professionals
 � QA/QC staff and regulatory personnel
 � Clinical staff, pharmacologists and toxicologists 
 � Project Managers & outsourcing personnel
 � Analytical chemists and biochemists

Objectives

Background

Moderator

Target Audience

Validation Approach of Bioassays Using Statistical Methods

Speakers

PROF. EDWIN VAN DEN HEUVEL, University of Technology, Eindhoven, The Netherlands
Edwin van den Heuvel started his professional career in Statistics after obtaining his PhD in 1996. He started as a consultant 
in industrial statistics with the Institute of Business and Industrial Statistics and afterwards became head of the statistics de-
partment at the pharmaceutical company MSD. Since 2010 he is fulltime professor Medical Statistics at the UMCG (Univer-
sity Medical Center Groningen). Since October 2014 he is Professor at the TU/e department of Mathematics and Computer 
Science will be closely involved with the development of the Data Science Center Eindhoven (DSC/e).

DR PIETA IJZERMAN-BOON, MSD, Oss, The Netherlands, Associate Director Quantitative Sciences/Center for Mathematical  
Sciences-Europe
Pieta C. IJzerman-Boon received her education at the University of Twente, the Netherlands. In 1995 she obtained her 
M.Sc. degree in Applied Mathematics, followed by a Ph.D. in Statistics in 1999. She joined MSD after her PhD.  In 2011 she 
moved to the non-clinical statistics group in the company, where she currently works as a senior statistician at the Center 
for Mathematical Sciences.



Programme

Introduction  � Guidelines 
 � Type of bioassays 
 � Basic Statistics

Bioactivity (USP <111>,  
EP5.3) 

 � Calculation 
 � Combination 
 � Test set-up 

Statistics for validation 
(USP<1032>, <1033>, 
<1034>)

 � Accuracy 
 � Precision 
 � Sensitivity & Specificity 
 � Linearity & Range 
 � Limit of detection & quantitation 
 � Robustness 

Agenda

Wednesday, 13 November 2013Wednesday, 11  November 2015

Time
Validation Approach of Bioassays Using Statistical Methods

Wednesday, 11 November 2015
9.00 h Welcome and Introduction
9:15 h

Module I:
   Guidelines

9:45 h

   Type of Bioassays

10.30 h
   Basic Statistics

11.00 h
Break

(Take advantage of the break to visit the exhibition)

11.30 h
Module II – Bioactivity (USP <111>, EP5.3):
   Calculation

12.00 h
   Combination

12.30 h
   Test Set-Up

13.00 h

Lunch Break
(Take advantage of the break to visit the exhibition)

14.30 h

Module III – Statistics for Validation (USP <1032>, <1033>, <1034>):
   Accuracy and Precision

15:15 h

   Sensitivity and Specificity

16.00 h

Break
(Take advantage of the break to visit the exhibition)

16:45 h

   Linearity And Range

17.30 h

   Limit of Detection & Quantitation and Robustness

18:00 h



General terms and conditions
If you cannot attend the conference you have two options:
1. We are happy to welcome a substitute colleague at any time.
2. If you have to cancel entirely we must charge 
the following processing fees: Cancellation 
 until 2 weeks prior to the conference 10 %,
 until 1 weeks prior to the conference 50 %
 within 1 week prior to the conference 100 %.
CONCEPT HEIDELBERG reserves the right to change the materials, 
instructors, or speakers without notice or to cancel an event. 
If the event must be cancelled, registrants will be notified as 
soon as possible and will receive a full refund of fees paid. 

CONCEPT HEIDELBERGwill not be responsible for discount 
airfare penalties or other costs incurred due to a cancellation.
Terms of payment: Payable without deduc-
tions within 10 days after receipt of invoice. 
Important: This is a binding registration and above fees are due 
in case of cancellation or non-appearance. If you cannot take 
part, you have to inform us in writing. The cancellation fee will 
then be calculated according to the point of time at which we 
receive your message. In case you do not appear at the event 
without having informed us, you will have to pay the full registra-
tion fee, even if you have not made the payment yet. Only after 
we have received your payment, you are entitled to participate 

in the conference (receipt of payment will not be confirmed)! 
Privacy Policy: By registering for this event, I accept the process-
ing of my Personal Data. CONCEPT HEIDELBERG will use 
my data for the processing of this order, for which I hereby 
declare to agree that my personal data is stored and processed. 
CONCEPT HEIDELBERG will only send me information in 
relation with this order or similar ones. My personal data will 
not be disclosed to third parties (see also the privacy policy at 
http://www.gmp-compliance.org/eca_privacy.html). I note 
that I can ask for the modification, correction or deletion of 
my data at any time via the contact form on this website.

 Easy Registration

 Reservation Form:
CONCEPT HEIDELBERG
P.O. Box 10 17 64
69007 Heidelberg
Germany

 Reservation Form:
+ 49 6221 84 44 34 @ e-mail:

info@concept-heidelberg.de 
Internet:
www.pharmalab-congress.com

w
h/

ve
rs

.1/
0

60
82

0
15

Dates
Wednesday, 11 November 2015, 09.00 – 18.00 h
(Registration Wednesday, 11 November 08.00 – 09.00 h)

Venue
Swissôtel Düsseldorf / Neuss
Rheinallee 1
D-41460 Neuss
Germany
Tel.: +49 (0) 2131 77 - 00
Fax: +49 (0) 2131 77 - 1367
Emailus@swissotel-duesseldorf.de

Fees 
€ 690,- (€ 345,- for EU GMP Inspectors) for one day ticket plus VAT
€ 1.380,- (€ 690,- for EU GMP Inspectors) for two days ticket plus 
VAT

The conference fee is payable in advance after receipt of invoice 
and includes lunch on that day/on both days as well as beverages 
during the event and during breaks. It also includes the Social Event 
on the evening of the first congress day. VAT is reclaimable.

Your registration also entitles you to participate in all other 
PharmaLab Congress conferences during the day of your confe-
rence/during the two days. For information on all PharmaLab 
conferences please visit www.pharmalab-congress.com.

Registration
Via the attached reservation form, by e-mail or by fax message. Or 
you register online at www.pharmalab-congress.com

PLEASE NOTE
Please note that there will not be any print-outs at the Congress. 
Instead you will receive all presentations prior to the Congress as 
Downloads. All Congress delegates (excluding exhibition visitors) 
will also receive the presentations on a USB stick at the registration 
center.

Please further note that there will be no room reservations via 
Concept Heidelberg. Please book your hotel room directly with 
the reservation form which you will receive together with your 
confirmation/invoice! Charges are payable after receipt of the 
invoice.

Organisation & Contact
P.O. Box 10 17 64
D-69007 Heidelberg
Phone +49 (0) 62 21/84 44-0; Fax +49 (0) 62 21/84 44 34
E-mail: info@concept-heidelberg.de; www.concept-heidelberg.de

For questions regarding content:
Axel H Schroeder (Operations Director) at +49-6221/84 44 10, or per 
e-mail at schroeder@concept-heidelberg.de.
For questions regarding reservation, hotel, organisation etc.:
Mr Detlef Benesch (Organisation Manager) at +49-6221/84 44 45, or 
per e-mail at benesch@concept-heidelberg.de.

If the bill-to-address deviates from the specification 
to the right, please fill out here: 

 CONCEPT HEIDELBERG
 P.O. Box 10 17 64
 Fax +49 (0) 6221/84 44 34

 69007 Heidelberg
 Germany



+49 6221 84 44 34Reservation Form (Please complete in full)

Part of PharmaLab 2015, Düsseldorf/Neuss, Germany, 10-11 November 2015
	1-Day Ticket (10 or 11 Nov.) – € 690,- 	2-Days Ticket (10 and 11 Nov.) – € 1.380,- 
I would like to attend the following conference:
	Validation Approach of Bioassays Using Statistical Methods (11 November 2015)

* Yes, I will participate in the Social Event on 10 November.
* Mr  * Ms

Title, first name, surname

Company

Department

Important: Please indicate your company’s VAT ID Number

Please indicate the Purchase Order Number, if applicable

Street / P.O. Box

City                        Zip Code Country

Phone / Fax

E-Mail (Please fill in)

PLEASE NOTE: Please book your hotel room directly with the reservation form which you will  
receive together with your confirmation/invoice!


