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Personal Details

Nationality Austrian
Languages Native German, fluent in spoken and written English. Milédet 60Awa eAAnvikd. LATINAE IAM OBLITUS EST.

Education

Vienna Sep 1973 —May 1979 Higher Federal Education and Research Institute for the Chemical Industry
Focus: Technical Chemistry

Vienna Jun 8, 1979 Final examination passed with distinction
Vienna Mar 23, 1983 Professional Designation ‘Engineer’ (Standesbezeichnung ,,Ingenieur”)
Lisbon Mar 2023 — Faculty of Pharmacy, Universidade de Lisboa: PhD candidate

Continuing Education

# Location Date Conference / Workshop / Training Organiser Trainer(s)
1980
1 = Vienna Dec 8 Introduction to Multidimensional Gas Chro- Siemens AG
matography
1981
2 = Vienna Dec Evaluation of bioavailability studies Pharmakologische ~ V Nitsche
Untersuchungsge-
sellschaft
1982
3 = Vienna Feb 1-5  Rocky Mountain BASIC 1/9000 Hewlett-Packard R Gruber
4 = Vienna Feb 25 Derivatization in Gas Chromatography Kurt Bartelt GmbH N Zash
5= Vienna Apr 1 Analysis of illicit drugs Kurt Bartelt GmbH N Zash
1984
6 = Vienna Sep 6 Symposium on Sample Preparation and Iso- ICT GmbH R Kupfer-
lation Techniques using Bonded Silica schmidt
1985
7 = Vienna May 28/29 Biogenic amines and their metabolites Ludwig Boltzmann P Riederer
Institut fiir Klinische
Neurobiologie
1987
8 = Wiirzburg Feb 9-11 Bioavailability/Bioequivalence, Pharmaceu- Arbeitsgemeinschaft Pharmazeutische
tical and Therapeutic Equivalence Verfahrenstechnik

9 = Freiburg Apr21-24 3" European Congress of Biopharmaceutics FIP, Albert-Ludwig-Universitit
and Pharmacokinetics
10 = Vienna Nov 9-11 Pascal Operating System for HP9000 Series Hewlett-Packard M Makrandreou

200/300
11 = Vienna Nov 12/13 Programming in Pascal Hewlett-Packard M Makrandreou
1988
12 = Vienna Jan 18-20 5. Forum Analytik Hewlett-Packard

13 == Uppsala  Oct26/27 International Symposium on Coupled Co-  The Swedish Chemical Society
lumn Separations
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Location
Vienna
Graz

London

Geneva
Amster-

dam
Graz

Arlington

Vienna
Palo Alto

Palo Alto

Vienna
Linz

Vienna
Toronto

Stock-
holm

Vienna

Graz

Vienna
Bingen

Vienna
Vienna

Neu-Ulm

Vienna
Brussels
Korneu-

burg
Frankfurt

Date

1989
Jan 23-26
Oct 26-28

1990
Feb 15/16

Apr 17-19

Conference / Workshop / Training

6. Forum Analytik
VIII. Scientific Meeting

Background — Design — Analysis & Interpre-

tation of Bioavailabilty/Bioequivalence
Studies

4™ European Congress of Biopharmaceutics
and Pharmacokinetics

May 15-17 Bioavailability of Drugs & Pharmacokine-

Nov 5/6

Dec 3-5

1991

Jan 21-24

Oct 21-23
Oct 24/25
1992

Jan 20-23
Apr 28-30

Jun 9

Jun 15-18

Sep 24

Sep 24
Nov 9/10

Nov 17
Nov 24/25

1993

Jan 25-27

Feb 2

Mar 10/11

Mar 17
Apr 20-22
Jun 23-25

Nov 26

tics
Modern Methods for Drug Monitoring and
their Significance for Clincal Practice

Analytical Methods Validation: Bioavailabi-
lity, Bioequivalence and Pharmacokinetic
Studies Conference

8. Forum Analytik
Pharmacokinetic Modeling Workshop

Workshop on Bioavailability / Bioequiva-
lence

9. Forum Analytik
LIMS — Laboratory Information Manage-
ment Systems

Solid Phase Extraction Workshop
International Open Conference on dissolu-
tion, bioavailability, bioequivalence

Oral Modified-Release Dosage Forms: Bio-
pharmaceutical Challenges and Clinical Im-
plications

Quality assurance in the chemical laboratory
Modified Release Formulations in Clinical
Practice, Pharmaceutical Technology and
Registration

Millennium 2010 Chromatography Manager
GLP module Good Laboratory Practice.
Basic training

10. Forum Analytik
Shimadzu HPLC

Computerized Data Handling — Current
Trends in Pharmaceutical and Clinical Re-
search

Chromatograpy meeting

5™ European Congress of Biopharmaceutics
and Pharmacokinetics
Advanced HPLC seminar

Organiser

Hewlett-Packard

Trainer(s)

Osterreichische Phamazeutische Ge-

sellschaft

The Royal Society

of Medicine

FIP

A Pidgen

The Center for Professional Advance-

ment
Osterreichische
Pharmazeutische
Gesellschaft

W Lindner

AAPS, FDA, FIP, HPB, AOAC

Hewlett-Packard
Statistical Consul-
tants Inc
Statistical Consul-
tants Inc

Hewlett-Packard

C Metzler,
D Weiner
C Metzler,
D Weiner

Austrian Association W Landvoigt

for Analytical Che-

mistry
Hewlett-Packard

V Weigang

Canadian Health Protection Branch,

U.S. FDA, USP

Drug Information Association

Hewlett-Packard
Osterreichische
Pharmazeutische
Gesellschaft
Waters Millipore
Pharma Training
Service

Hewlett-Packard
ICT GmbH

W Lindner

W Fleschurz
A Burt, F Glog-
gengieler

R Kupfer-
schmidt

LAB, FAW, AGAH, University of

Ulm

Austrian Association for Analytical

Chemistry
FIP

inChrom

C Wolf

The Main Issue is Significance — Typical Pit- Colloquium Pharmaceuticum

falls in Clinical Trials
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Location

Vienna

Vienna
Munich
Vienna

Vienna
Vienna

Nurem-
berg

Vienna

Vienna

Munich

Vienna

London

London

Athens

London

Brussels

Amster-
dam
London

Budapest

Vienna

Budapest

Date
1994
Jan 15

Jan/Feb
Jun 14-18
Sep

1995

Mar 23

May 24

Dec 8/9
1996
May 23

Nov 27
1997

Jan 20/21

1999
May 20

Sep 29 —
Oct 1
2001

Nov 26

2002

Apr 12-14

2003
Oct 8-10

2004

Nov 18/19

2005

Sep 14/15

Oct 24-26

2006

May 22-24 5™ Annual Conference on Dissolution Test-

Jun 13

Oct 19/20

Conference / Workshop / Training

Generics in Comparison: Bioavailability,

Bioequivalence
HP-UX System Administration
Bio-International 94

Introduction to LAB / UX 2.0 LIMS

BackOffice

BIOKINET 95. Kriterien der Biodquivalenz

Symposium on Quality and Interchangeabi-
lity of Topical Products for Local Action

BIOKINET 96. Aktuelle Entwicklungen bei
der Priifung topischer Arzneimittel mit loka-

ler Wirkung
HP-Focus ,,ErfolgsAnalysen”

Clinical Research Seminar Series: Biome-

trics in Europe

The Path of a Drug through the Body: Bio-

availability — Pharmacokinetics
Bio-International *99

Ethical considerations in clinical trials

International Symposium On Scientific and
Regulatory Aspects of Dissolution and Bio-

equivalence

Biolnternational 2003

Dissolution Testing, Bioequivalence & Bio-

availability Studies

Dissolution Testing, Bioavailability & Bio-

equivalence
Biolnternational 2005

ing, Bioavailability & Bioequivalence

Arzneimittelzulassung in der EU — Regulato-
rische Rahmenbedingungen und Méglichkei-
ten der Mitwirkung von nationalen Experten
in Beratungs- und Zulassungsverfahren
International Regulatory Workshop on Bio-

equivalence and Dissolution

Organiser Trainer(s)
Osterreichische HW Schramm
Pharmazeutische
Gesellschaft
Rauscher IT H Rauscher
FIP
Rauscher IT H Rauscher
Microsoft
Biokinet M Arrouas, A
Eichinger, V
Luckow, V Nit-
sche, H Pittner,
C Wolf

EUFEPS

Biokinet C Valenta, V
Nitsche, E Sin-
ger

Hewlett-Packard
Colloquium Pharmaceuticum
Gesellschaft fiir

Chemiewirtschaft
FIP, Royal Pharmaceutical Society

H Mascher

EMEA

AFEA

FIP, Royal Pharmaceutical Society,
AAPS, FDA

Barnett International

IIR Life Sciences

FIP, Royal Pharmaceutical Society,
AAPS

IBC Life Sciences

Viennese Section of T Lang

the International

Biometric Society

(IBS)

Hungarian Society for Experimental
and Clinical Pharmacology
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Location
Vienna
Vienna
Budapest
Athens
Lisbon
Vienna
Berlin
Berlin

Berlin

Budapest
Bad Hom-
burg
London
Zeist
Nurem-
berg
Prague
Paris

London

Ahmeda-
bad

Bonn

Budapest
Munich

Berlin
Brussels

Ljubljana
London

Budapest

Mumbai

Date
2007
Jan 23

May 16

May 23/24

Oct 1/2

Oct 23/24

Nov 7

Nov 19

Nov 20/21

Nov 22

2008

May 14/15

Jun 17/18
Jun 26/27
Oct 1/2
Oct 3/4
Oct 7

Oct 8

Oct 22-24
Dec 1-3

2009
Jan 14/15

May 12/13
Jul 1-3
2010

Mar 9

Apr 15/16

May 18/19
Jun 1

Jun 21/22

2011
Jan 29/30

Conference / Workshop / Training

Blinded sample size reestimation in non-
inferiority trials with binary endpoints
A general approach to two-stage tests

Dissolution Testing, Bioavailability & Bio-
equivalence

Conference on BA/BE

Workshop on Bioequivalence Study Design,
Working to GCP and Interpreting the Guide-
lines

Sources of Multiplicity in Adaptive Designs

Successfully planning and designing a bio-
equivalence (BE) study

Dissolution Testing, Bioavailability & Bio-
equivalence

Introduction to the In Vitro-In Vivo Correla-
tion (IVIVC)

Dissolution, Bioavailability and Bioequiva-
lence

New Regulations in Bioequivalence: Re-
vised European CHMP Note for Guidance
Dissolution Testing, Bioequivalence and
Bioavailability Strategies

Increasing predictability in gastrointestinal
simulation

2" World Conference on Magic Bullets
(Ehrlich II)

Dissolution, Bioavailability and Bioequiva-
lence

Symposium on Bioequivalence

Bio-International 2008

Bioavailability, Bioequivalence, Pharmaco-
kinetics & beyond

Revised European Guidelines on Bioequiva-
lence

Bioequivalence and Bioavailability

Phoenix for WinNonlin Version 6.0

Hurdles and Pitfalls in Generic Drug Deve-
lopment

EMEA Draft Guideline on Validation of
Bioanalytical Methods

Bioequivalence and Bioavailability

3" Symposium on Bioequivalence

2" International Regulatory Workshop on
Bioequivalence and Dissolution

Biostatistics: Basic concepts & applicable
principles for various designs in BE studies
and data analysis

Organiser Trainer(s)

Viennese Section of T Friede
the IBS
Viennese Section of M Vandemeu-

the IBS lebroecke
informa Life Scien- varia

ces

EUFEPS/COST varia

European Generic medicines Associa-
tion

Viennese Section of W Maurer
the IBS

informa Life Scien-
ces

informa Life Sciences

U Fuhr

informa Life Scien- J-M Cardot

ces
informa Life Sciences
EUFEPS

visiongain

TNO

German Association of Pharmaceutical
Scientists
informa Life Sciences

European Generic medicines Associa-
tion, CMD(h)

FIP, Royal Pharmaceutical Society,
EUFEPS, AAPS

Shivrath Center of Excellence in Clini-
cal Research

EUFEPS BABP Network

informa Life Sciences
Pharsight S Davis
Parexel Germany

European Bioanalytical Forum,
EUFEPS

informa Life Sciences

European Generic medicines Associa-
tion, CMD(h)

Hungarian Society for Experimental
and Clinical Pharmacology

Pharma Edge Centre
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Vienna
Budapest
Kobe
Brussels
Berlin

Mumbai

Moscow

Budapest

Moscow

Mumbai

Bucharest

Budapest

Leuven

Bonn

Amman

Athens
Munich
Munich
Moscow

London

Budapest

Apr 19

Release Products
On the efficiency of two-stage adaptive
designs

May 16-18 Bioavailability / Bioequivalence and Disso-

Jun 29 —
Jul 1
Sep 20/21

Nov 8/9
2012

Jan 27-29

lution Testing

International Symposium on BA/BE of Oral
Drug Products

2" Annual Bioequivalence and Bioavail-
ability Studies

Innovations in Modified Release

In vitro in vivo Correlation (/VIVC), Biowai-
vers & Statistical Aspects of Bioequivalence
in Drug Product Development

May 23-25 Advanced practical training on pharmacoki-

Jun 4-6

Oct 30

2013

Jan 25-27

Mar 19

May 15/16

Jun 5/6

Jun 17/18

Sep 24

Sep 2628
2014

Apr 7/8

Apr 16/17
Apr 23-25

Apr 30

May 14/15

netics, statistics, and analytics in Bioequiva-
lence Studies towards Russian regulatory re-
quirements

3" International Regulatory Workshop on
Bioequivalence and Dissolution

Drug development and registration:
«Pharma-2020» Implementation Strategy

Advanced concepts of /VIVC through case
studies; Biostatistical aspects of Reference-
scaled & Two stage designs: A regulatory
perspective

Bioequivalence workshop

Bioavailability/Bioequivalence, Dissolution
and Biowaivers

Bioequivalence Assessment of Oral Dosage
Forms: Basic Concepts and Practical Appli-
cations

Open Discussion Forum on the Revised
European Guideline on Pharmacokinetic and
Clinical Evaluation of Modified Release
Dosage Forms

1" MENA Regulatory Conference on Bio-
equivalence, Biowaivers, Bioanalysis and
Dissolution

5" BBBB International Conference

Haemophilia Master Class: Personalized
Treatment and Care

Introduction to Phoenix® for WinNonlin®
Version 6.2.x & 6.3

Bioequivalence Studies in Russia: Pharma-
cokinetics, Statistics and Analytics

Organiser Trainer(s)
EUFEPS BABP Network
Viennese Section of F Bretz

the IBS

informa Life Sciences

FIP

Pharma IQ

informa Life Sciences

Pharma Edge Centre

Chemical Diversity Research Institute

Hungarian Society for Experimental
and Clinical Pharmacology

.M. Sechenov First Moscow State
Medical University

Pharma Edge Centre

3S Pharmacological L Endrényi
Consultation & Re-

search

informa Life Sciences

RKYV Consultancy

EUFEPS

International Pharmaceutical Research
Center

EUFEPS, AAPS

Ludwig-Maximilians-Universitét
Miinchen
Certara S Davis

Zentiva

Workshop on the impact of the revised EMA European Medicines Agency, Euro-

Guideline on the Pharmacokinetic and Clini-
cal Evaluation of Modified Release Dosage
Forms

Bioavailability/Bioequivalence, Dissolution
and Biowaivers

pean Generic medicines Association

informa Life Sciences
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Location
Budapest
Frankfurt
Vienna
Barcelona
Munich
Amster-

dam
London

Prague
Budapest

Kyiv

Lisbon

Lisbon
Rockville

Prague
Budapest
Berlin
Barcelona
Vienna
Prague
Budapest
Yaroslavl
Léon
Barcelona
Amster-

dam
Oberursel

Amman

Date
2014
May 19-21

Jul 3
Dec 2

2015

Jan 27

Jan 30
Mar 23/24

Apr 30

May 19/20
Nov 14
Nov 19

2016
Jun 6

Jun 7-10
Sep 15/16

Sep 22/23
Oct 10/11
Nov 14-16
2017
Feb 20-21
Jun 12-14
Sep 21
Oct 5/6
Oct 19/20
Nov 20/21
2018
Mar 19-21
Apr 12/13

Jun 5/6

Sep 24/25

Conference / Workshop / Training

4™ International Regulatory Workshop on
Bioequivalence and Dissolution

Advisory Board on Haemophilia
Innovative Statistical Approaches in Drug
Development

XII Congreso

Interactive Workshop PK Dosing in Haemo-

philia A

1™ International Workshop of the Global
Bioequivalence Harmonisation Initiative
Joint workshop on the impact of the revised

EMA Guideline on the Pharmacokinetic and

Clinical Evaluation of Modified Release
Dosage Forms

Bioavailability, Bioequivalence, Dissolution

and Biowaivers

International Conference on Advances in the

Area of Bioequivalence
5" Scientific Conference “Clinical Trials of
Medicines in Ukraine”

Scientific and Regulatory Issues in Drug De-

velopment and Bioequivalence

25™ Meeting

2" International Workshop of the Global
Bioequivalence Harmonisation Initiative
BioBridges 2016

2" International Symposium on Scientific

and Regulatory Advances in Complex Drugs

Bioequivalence, Dissolution & IVIVC
Bioequivalence, Dissolution & IVIVC
Bioequivalence, Dissolution & IVIVC
BioBridges 2017

2" Annual Biosimilars Forum

2" International Conference «Studies of me-
dicinal products: Simple and complex tasks»

Bioequivalence, Dissolution & IVIVC

Bioequivalence, Dissolution & IVIVC

3" International Conference of the Global
Bioequivalence Harmonisation Initiative
Introduction into Basic Principles of Phar-
macokinetics

3" MENA Regulatory Conference On Bio-
equivalence, Biowaivers, Bioanalysis and
Dissolution

Organiser Trainer(s)
Hungarian Society for Experimental
and Clinical Pharmacology

Baxter

Viennese Section of S Senn

the IBS

Sociedad Espaiiola de Farmacia Indu-
strial y Galénica
Baxter

EUFEPS BABP Network

European Medicines Agency, Euro-
pean Generic medicines Association

informa Life Sciences

Hungarian Society for Pharmaceutical
Science, EUFEPS
State Expert Center of the Ministry of
Health of Ukraine

Sociedade Portugu- J Morais, L Be-
esa de Ciéncias Far- net, P Languth,
macéuticas N Silva, P Pai-

xa0, P Mache-

ras, C Daousani
Population Approach Group Europe
EUFEPS BABP Network, AAPS

Institute of Pharmacology, 1* Faculty
of Medicine, Charles University
Hungarian Society for Pharmaceutical
Science, EUFEPS

Fleming Training M Ross
Fleming Training M Ross
Fleming Training M Ross

Institute of Pharmacology, 1* Faculty
of Medicine, Charles University
Viennese Section of the IBS, Hunga-
rian Society for Clinical Biostatistics
Yaroslavl State Medical University

Fleming Training M Ross

Fleming Training M Ross

EUFEPS BABP Network

Association for Ap- T Arnhold, S

plied Human Phar-  Glund, R Hei-

macology nig, W Miick, R-
S Wedemeyer

International Pharmaceutical Research
Center
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# Location Date Conference / Workshop / Training Organiser Trainer(s)
2018
136 == Prague Sep 26/27 BioBridges 2018 Institute of Pharmacology, 1* Faculty
of Medicine, Charles University
137 = Budapest Oct 25 Univariate and multivariate Bioequivalence Viennese Section of T Jaki, P Pall-
of PK parameters the IBS, Hungarian mann
Society for Clinical
Biostatistics
138 = Budapest Oct 26 3" Annual Biosimilars Forum Viennese Section of the IBS, Hunga-
rian Society for Clinical Biostatistics
139 = Athens Nov 7-9  Bioequivalence, Dissolution & IVIVC Fleming Training
2019
140 = Vienna May 13 Adaptive Multi-arm Multi-stage Group Se-  Viennese Section of CM Mehta
quential Design the IBS
141 = Vienna Oct 8/9 Transforming Data to Insights Viennese Section of D Spiegelhalter
the IBS
142 = Budapest Oct 17 Robust methods for assessment of average ~ Viennese Section of R Schall, D
and scaled average bioequivalence the IBS, Hungarian Burger
Society for Clinical
Biostatistics
143 = Budapest Oct 18 4™ Annual Biosimilars Forum Viennese Section of the IBS, Hunga-
rian Society for Clinical Biostatistics
144 = Athens Nov4-6  Bioequivalence, Dissolution & Biowaivers Fleming Training M Ross
145 = Bethesda Dec 12/13 4™ International Conference of the Global EUFEPS BABP Network, AAPS
Bioequivalence Harmonisation Initiative
2020
146 Campinas Feb 11-13 Network of Scientific Excellence Sanofi
147 =% Vienna Oct 14 Some possibly useful thoughts on bioequiva- Viennese Section of M Wolfsegger
lence assessments in the case of sparse the IBS
sampling
2021
148 E14 Sao Paulo Apr 29 Seminario Internacional: Estudos em doses  Sindusfarma
multiplas para medicamentos genéricos e si-
milares de liberagao modificada — Contexto
nacional e internacional
149 = # Vienna Jun 9 Platform Trials: The potentials and the cave- Viennese Section of KM Lee
ats of adding arms the IBS
150 =4 Yaroslavl Oct 22 3" International Conference «Studies of me- Yaroslavl State Medical University
dicinal products: Simple and complex tasks»
2022
151 nn# Paris Mar 22-24 Non-compartmental Analysis, Bioequiva-  Lixoft
lence & Beyond. Spring School with PKana-
lix™
152 =% Vienna Jun 22 Symmetric graphs for equally weighted Viennese Section of F Bretz
tests, with application to the Hochberg pro- the IBS
cedure
153 ma Prague Sep 22/23 BioBridges 2022 Institute of Pharmacology, 1* Faculty
of Medicine, Charles University
154 = Amster-  Sep 28/29 5™ International Conference of the Global ~ EUFEPS BABP Network
dam Bioequivalence Harmonisation Initiative
155 = Oberursel Oct 6/7 Introduction into Basic Principles of Phar-  Association for Ap- S Glund, R Hei-
macokinetics plied Human Phar-  nig, J Hochel, F
macology Runge, R-S We-
demeyer
2023
156 = #Boston Feb 7 Physiologically-Based Pharmacokinetic Mo- Certara, Novartis
deling & Simulation
157 =& Silver Mar 14 Draft Guidance on Statistical Approaches to FDA CDER Small Business & Indus-
Spring Establishing Bioequivalence try Assistance
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Silver
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Prague

Oberursel

Frankfurt

Vienna

Brussels

Lisbon

Lisbon

Boston
Rockville

Rockville

Vienna

Lisbon
Prague

Oberursel

Silver
Spring
Lisbon

Vienna

Date

2023
Apr 26
May 2

May 15
May 22/23
Jun 28
Sep 21/22

Oct 5/6

Oct 11

Oct 20

Nov 29
Dec 11-15
2024
Feb 12 —
Mar 13
Apr 10
Apr 16/17
Jun 10, 13

Jun 21

Jun 24-28
Sep 26/27

Oct 1/2

Oct 9

Oct 14 —
Nov 3
Nov 20

Conference / Workshop / Training

2" Bioequivalence Workshop

Organiser Trainer(s)

Medicines for Europe

Navigating the First ICH Generic Drug Draft FDA CDER Small Business & Indus-

Guidance “M13A Bioequivalence for Imme-

diate-Release Solid Oral Dosage Forms”
ICH M13 Bioequivalence Guideline Part A
Bioavailability—Bioequivalence. From Clas-
sification to Virtualisation & Anything in
Between

Unlocking Efficiency and Quality: What is
New in Phoenix™ §8.4?

BioBridges 2023

Introduction into Basic Principles of Phar-
macokinetics

Experience meets Expertise
BE: New Trends and recent Discussions

Randomisation Versus Random Sampling:
Clinical Trials and the Representation Fal-
lacy

Bioequivalence Working Group meeting

Translating Nanomedicines from the Lab to
the Clinic. Basic Principles for Nanomedi-
cines R&D

Advanced Pharmacy Practice Research
Methods

What is New in Phoenix™ 8.5?

6™ International Workshop of the Global
Bioequivalence Harmonisation Initiative
Spring Workshop on Data Integrity in Bio-
equivalence Studies

Bridging the Gap between Bayesian & Fre-
quentist Approaches in Clinical Trials for
Drug Development

Advanced Analytical Tools — Multiple
Applications for Mass Spectrometry
BioBridges 2024

Introduction into Basic Principles of Phar-
macokinetics

ICH M12 Drug-Drug Interaction Studies
Final Guidance
Molecular Biomarkers and Technologies

Estimands: The new bedrock of drug deve-
lopment?

try Assistance

EUFEPS BABP Network

National and Kapodistrian University
of Athens
Certara A Henry, L
Hughes
Institute of Pharmacology, 1* Faculty
of Medicine, Charles University
Association for Ap- S Glund, R Hei-

plied Human Phar-  nig, J Hochel, F

macology Runge, R-S We-
demeyer

SocraTec H Blume, B

Schug, P Paixao,
R Michelet, A

Fuglsang
Center for Medical S Senn
Data Science, Medi-
cal University
Vienna
Medicines for A Fuglsang
Europe

Faculty of Pharmacy, University of
Lisbon

Faculty of Pharmacy, University of
Lisbon

Certara A Henry
PQRI, EUFEPS, AAPS, USP

SAAMnow

Viennese Section of the IBS

Faculty of Pharmacy, University of
Lisbon

Institute of Pharmacology, 1¥ Faculty
of Medicine, Charles University
Association for Ap- S Glund, R Hei-

plied Human Phar-  nig, J. Hochel, F
macology Runge, R-S
Wedemeyer

FDA CDER Small Business & Indus-
try Assistance

Faculty of Pharmacy, University of
Lisbon

Center for Medical
Data Science, Medi-
cal University
Vienna

F Bretz
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# Location Date Conference / Workshop / Training Organiser Trainer(s)
2024
180 == Silver Nov 21 Implementing M13A Guidance: BE for IR FDA CDER Small Business & Indus-
Spring Solid Oral Dosage Forms try Assistance
2025
181 = Amster- Apr26 3" Bioequivalence Conference IGBA, Medicines for Europe
dam
182 = Vienna May 7 News and updates from the CHMP and Austrian Agency for Health and Food
around the Centralized Procedure Safety
183 =@ Rockville Jun 10-12 Spring Workshop on Statistical and Data SAAMnow
Analysis Issues and Solutions for ANDAs
and 505(b)(2) NDAs
184 ma Prague Sep 25/26 BioBridges 2025 Institute of Pharmacology, 1* Faculty
of Medicine, Charles University
185 == Oberursel Oct 7/8 Introduction into basic principles of clinical ~Association for Ap- S Glund, R Hei-
pharmacokinetics plied Human Phar-  nig, J. Hochel, F
macology Runge, R-S We-
demeyer
2026
186 == Silver Apr 22/23  Generic Drugs Forum 2026 FDA CDER Small Business & Indus-
Spring try Assistance
187 = Vienna Apr 28 Standard errors in representing Fisher’s Center for Medical S Senn
views on randomisation Data Science, Medi-
cal University
Vienna
Presentations
z Location Date Conference / Workshop / Training Title (number)
1995
1 = Vienna May 24 BIOKINET 95. Kriterien der Bio- e Die Rolle der Biometrie
dquivalenz
1996
2 = Vienna May 23 BIOKINET 96. Aktuelle Entwick- e Klinische Studien mit topischen Arzneimit-
lungen bei der Priifung topischer
Arzneimittel mit lokaler Wirkung
2004
310 Brussels Nov19 Dissolution Testing, Bioequivalence e Pitfalls in BA/BE-Studies
& Bioavailability Studies
2006
13 Istanbul Mar 7/8 Regulatory Update and Overview of e Qverview of Dissolution for BA / BE
BE and BA Testing with an Industry e Bioavailability / Bioequivalence (9)
Perspective
14 = Budapest May 24 5™ Annual Conference on Dissolu- e Pitfalls in BA/BE-Studies
tion Testing, Bioavailability & Bio-
equivalence
2007
15 == Berlin Nov 21 Dissolution Testing, Bioavailability e Getting to grips with statistical aspects of BE
& Bioequivalence studies
2008
16 = Budapest May 14  Dissolution, Bioavailability and Bio- e Ensuring bioanalytical compliance of your
equivalence BA/BE study
17 &2 London Jun 27 Dissolution Testing, Bioequivalence e Considerations for planning and designing a
and Bioavailability Strategies bioequivalence (BE) study
18 = Zeist Oct 2 Increasing predictability in gastroin- e View of BEBAC on in vitro studies
testinal simulation
20 == Nuremberg Oct 3/4 2" World Conference on Magic Bul- e Bioequivalence — Still an Applied Science or

lets (Ehrlich IT)

already a ‘Cookbook’? (2)
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> Location
21 m= Prague
25 &= Ahmeda-
bad
328 Aesch

39 = Budapest

47 mm  Prague

63 sm Ljubljana

64 == & Berlin

Holzkir-
chen

69 =

71 =2 Munich
74 s Ljubljana

Date Conference / Workshop / Training
2008
Oct 7
equivalence
Dec 1-3  Bioavailability, Bioequivalence,
Pharmacokinetics & beyond
Dec 15 Workshop on Bioequivalence Basics
2009
May 11 Bioequivalence and Bioavailability
Oct 8/9 Workshop on Statistics for Bioequi-
valence
2010
Feb 4 Workshop on bioequivalence
Mar 9 Hurdles and Pitfalls in Generic Drug
Development
Apr 21 Bioequivalence workshop
Apr 22 Bioequivalence workshop

May 17-19 Bioequivalence and Bioavailability

Title (number)

Dissolution, Bioavailability and Bio- e BA/BE design versus ‘job creation scheme’

¢ Analytical Development and Validation

e Clinical Part of Phase I Studies

o Statistical Design and Analysis

® Q&A Session: Examples

e Overview and Introduction

¢ Analytical Development and Validation

e Clinical Part of BA/BE Studies

e Noncompartmental Analysis in PK, PK-
based Design

o Statistical Design and Analysis (3)

e Best Design of BE Studies: Overview and
Introduction

e Analytical Development and Validation

o Clinical Part of BA/BE Studies

o Noncompartmental Analysis in PK, PK-
based Design

o Statistical Design and Analysis (3)

e Overview and Introduction

e Noncompartmental Analysis in PK,
PK-based Design

o Statistical Design and Analysis (2)

e Outliers in cross-over BE Studies

o Replicate Designs

¢ Sequential Designs

o Sample Size Estimation

¢ History of BE

o Study Types

e Simulations

¢ Bioanalytics

e Common Problems and Solutions

o GCP Issues

o Ethical Issues

¢ Study Planning

o Special Designs

o Pilot Studies

o Pitfalls in NCA

e Sample Sizes

¢ Biostatistics for BE (2)

e Design and Interpretation of BE Studies —
Current and Future Issues

e Noncompartmental Analysis in PK, PK-
based Design

o Statistical Design and Analysis (3)

e Noncompartmental Analysis in PK, PK-
based Design

o Statistical Design and Analysis (2)

e Successfully Overcoming Sample Size
Challenges in BE Studies

e Design and Evaluation of BE Studies: Over-
view and Introduction

o Analytical Development and Validation
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)y

78 =i

80 =

82 b=

86

|

92 =

93 =

95 =

98 =

99 =

104 o

107 &

110 1

111 ==

116 =

Location

Ljubljana

Nijmegen

Prague

Munich

Mumbai

Barcelona

Budapest

Budapest

Vienna

Aesch

Aesch

Brussels

Berlin

Mumbai

Date
2010

May 17-19 Bioequivalence and Bioavailability

Jun 17 Bioequivalence workshop

Oct 14 Workshop on Bioanalytics for BE
Studies

Oct 25-27 Bioequivalence and Bioavailability
Studies

2011

Jan 29/30 Biostatistics: Basic concepts & ap-
plicable principles for various de-
signs in BE studies and data analysis

Feb 24 Revision of BE Requirements for

Modified Release Products

May 16—18 Bioavailability / Bioequivalence and

Dissolution Testing

May 16-18 Bioavailability / Bioequivalence and

Dissolution Testing

Jul 11 Workshop on GCP and Logistics for
Bioequivalence Studies
Aug 8-10 Advanced Workshop on Bioequiva-

lence

Aug 11-12 Workshop on Statistics for Bioana-
lysis and Bioequivalence

Sep 19-21 2" Annual Bioequivalence and Bio-

availability Studies

Nov 8 Innovations in Modified Release

2012

Jan 27-29 In vitro in vivo Correlation (IVIVC),
Biowaivers & Statistical Aspects of
Bioequivalence in Drug Product De-

velopment

Conference / Workshop / Training

Title (number)

¢ Clinical Part of BA/BE Studies

e Noncompartmental Analysis in PK, PK-
based Design

o Statistical Design and Analysis (2)

¢ Biostatistical Aspects of BE Studies

e Sample Size Issues in BE Studies

¢ Basics of Bioanalytics

¢ Validation of Bioanalytical Methods

o Taking a Biostatistical Approach to Design-
ing a BE Study: Ensuring Success through
Effective Planning (3)

e Sample Size Challenges in BE Studies and
the Myth of Power

¢ Background and History of BE

¢ Basic Concepts

¢ Basic Designs for BE Studies

o Advanced Designs

e Sample Size Calculations

e Add-On and Sequential Designs

o Assessment of bioequivalence of implants:
Appropriate study design, metrics, and ac-
ceptance criteria

e Design and Evaluation of BE Studies: Over-
view and Introduction

¢ Noncompartmental Analysis in PK, PK
based Design

o Statistical Design and Analysis (2)

e Determining Optimal Sample Size

e Theory and Practice

e Overview

e Noncompartmental Analysis in PK, PK-
based Design

o Statistical Design and Analysis (2)

e Determining Optimal Sample Size

e Regression & Calibration

¢ Basic Concepts of BE Basic Designs for BE
Studies

¢ Advanced Designs for BE Studies

o Setting up a BE study: from design to appro-
val

e Power and intra-subject variability in two
stage approaches

e ‘Perfecting’ the two stage study design

e Practically meeting modified release BE re-
quirements

e Design and Conduct of BE Studies and Cur-
rent Regulatory Trends

e Sample Size Calculations

e Examples

o Statistical aspects of two-way cross-over
studies

o Statistical aspects of reference-scaled studies
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> Location
124 @ Nyon
129 =l Moscow
130 = Moscow
131 = Moscow
133 m=  Prague
136 = Mumbai
140 0 Bucharest
141 = Budapest
143 11 Leuven
149 = Ulm

150 == Amman
153 m= Prague
157 == Zagreb

Date
2012
Mar 12

Conference / Workshop / Training

Seminar on BABE Studies

May 23-25 Advanced practical training on phar-

Oct 30

Oct 31

Dec 13

2013

Jan 25-27

Mar 19

May 16

Jun 5/6

Jul 18/19

Sep 24

Oct 16

Oct 23/24

macokinetics, statistics, and analy-
tics in Bioequivalence Studies to-

wards Russian regulatory require-

ments

Drug development and registration:
«Pharma-2020» Implementation
Strategy

Statistics for Bioequivalence Studies

Seminar on Bioequivalence Studies

Advanced concepts of IVIVC
through case studies; biostatistical
aspects of Reference-scaled & Two
stage designs: A regulatory perspec-
tive

Bioequivalence workshop

Bioavailability/Bioequivalence, Dis-
solution and Biowaivers
Bioequivalence Assessment of Oral
Dosage Forms: Basic Concepts and
Practical Applications

Workshop in Biostatistics for Bio-
equivalence

1 MENA Regulatory Conference on
Bioequivalence, Biowaivers, Bioana-
lysis and Dissolution

Clinical Development Workshop

Biostatistics workshop

Title (number)

e Design and Conduct of BE Studies and Cur-
rent Regulatory Trends

e Clinical part of BA/BE studies

o Specific designs (3)

e Focus on PK topics currently being debated
2)

¢ Ensuring bioanalytical compliance of BA/BE
studies

e Introduction to Bioequivalence

e PK-NCA, PK based Design, Biostatistics (2)

¢ Development of Bioanalytical Methods for
BE Studies

¢ Validation of Bioanalytical Methods for BE
Studies

o Sample Size Estimation in BE Studies in-
cluding Studies with Highly Variable
Drugs — Comparison of Russian and EU
Guidelines

o Sample Size Estimation, Two-Stage Sequen-
tial Designs, Reference-scaling (HVDs /
HVDPs)

® Bioequivalence Studies of Highly Variable
Drugs / Drug Products (HVDs / HVDPs)

o Statistics of Two Stage Study Designs

e Reference-Scaled Average Bioequivalence
(HVDs / HVDPs)
¢ RSABE (NTIDs)

e Two-Stage Designs

e Integration in Chromatography

e Sample Size Estimation

¢ Sequential Designs

e Introduction to Population PK

e Experiences in Implementing Two-Stage
Designs in Europe: Tricks and Traps

e Pharmacokinetic Analysis of BE Data

o Statistical Analysis of BE Data

o Introduction to Biostatistics

o Statistical Basics of Bioequivalence

o Sample Size Estimation

e Adaptive Designs

e Highly Variable Drugs / Drug Products
¢ Group Effects in Bioequivalence

e Pharmacokinetic and Statistical Analysis of
BE Data

e Partial AUCs

e Two-Stage Designs in BE-Studies
e Modified Release: Cy — C;

o Introduction to Biostatistics

o Statistical Basics of Bioequivalence
e Sample Size Estimation

¢ Adaptive Designs

page 12 of 21



Curriculum vitae Helimutus Sagittarii

April 28, 2026

> Location

160 == Zagreb

161 ==  Munich
165 =l Moscow
166 = Budapest
167 == Frankfurt
174 = Barcelona
175 = Barcelona
176 == Munich
177 ma  Prague
179 == Kyiv

180 = Bilbao
181 mm Lisbon

182 =% Vienna

185 m=  Prague
190 = Moscow
194 == Berlin

Date
2012
Oct 23/24

2014

Apr 7

Apr 24

May 14

Jul 3
Sep 17/18

2015
Jan 27

Jan 30
May 19
Nov 19
2016
Mar 11

Jun 6

Jun 16

Sep 22

Oct 6

Conference / Workshop / Training

Biostatistics workshop

Haemophilia Master Class: Persona-
lized Treatment and Care
Bioequivalence Studies in Russia:
Pharmacokinetics, Statistics and
Analytics

Bioavailability/Bioequivalence, Dis-
solution and Biowaivers

Advisory Board on Haemophilia
Design and Evaluation of Bioequiva-
lence Studies

XII Congreso de la Sociedad Espa-
fiola de Farmacia Industrial y Galé-
nica

Interactive Workshop PK Dosing in
Haemophilia A

Bioavailability, Bioequivalence, Dis-
solution and Biowaivers

5™ Scientific Conference “Clinical
Trials of Medicines in Ukraine”

Drug Modeling & Consulting —
Group Meeting

Scientific and Regulatory Issues in
Drug Development and Bioequiva-
lence

Pharmacometrics & Biostatistics
Meeting

BioBridges 2016

BE Workshop

Nov 14-16 Bioequivalence, Dissolution &

IVIVC

Title (number)

¢ Adaptive Designs
e Highly Variable Drugs / Drug Products
¢ Group Effects in Bioequivalence

e Pharmacokinetic Issues: A Basic Refresher

¢ Basic Designs for BE Studies

e Sample Size Estimation for BE Studies

e Two-Stage Sequential Designs

e QOutliers in BE Studies

e Practical Advice for Implementing Two-
Stage Designs

e Pharmacokinetic Issues: A Basic Refresher

o [ssues in Bioanalytical Method Validation
(EMA vs. FDA)

o Introduction to Biostatistics for Bioequiva-
lence

¢ Evaluation of Parallel and Cross-over
Designs

o Two-Stage Designs

o Replicate Designs with Adaptation of
Acceptance Criteria for HVDs / HVDPs

o Some Ideas about Pilot Studies

e Sample Size Estimation for BE Studies

o Two-Stage Sequential Designs in Bioequi-
valence

e Pharmacokinetic Issues: A Basic Refresher
o Statistical Software for Bioequivalence

¢ Designs for Bioequivalence Studies
e Sample Size Estimation for Bioequivalence
Studies

e Reference-Scaled Average Bioquivalence

o Statistical Planning and Evaluation of Bio-
equivalence Studies

e Inflation of the Type I Error in Reference-
scaled Average Bioequivalence

o Two-Stage Sequential Designs (2)

o Inflation of the Type I Error in Reference-
scaled Average Bioequivalence

o Sample Size Estimation

e Two Stage Designs

e Reference-scaling

o Software Validation

o Case Studies

e The General Requirements for Biostudies

o Establishing the Biostudy Statistical Design
2

e The General Requirements for Biostudies
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> Location

198 == Berlin

199 m=  Prague

207 = Barcelona

215 = Budapest

223 = Vienna

224 m=  Prague

228 = Budapest

229 mml Yaroslavl

233 = Léon

236 ma Kaunas

Date Conference / Workshop / Training
2016
Nov 14-16 Bioequivalence, Dissolution &
IVIVC
Dec 9 Zentiva
2017
Feb 20/21 Bioequivalence, Dissolution &
IVIVC
May 3/4  Course on Pharmacokinetics and

Bioequivalence

Jun 12-14 Bioequivalence, Dissolution &

IVIVC
Sep 21 BioBridges 2017
Oct 5 2" Annual Biosimilars Forum

Oct 19/20 11" International Conference «Stu-
dies of medicinal products: Simple
and complex tasks»

Nov 20/21 Bioequivalence, Dissolution &
IVIVC
Dec 5/6 ~ Training on Bioequivalence

Title (number)

o Pilot Studies Similarity, Comparability and
Correlation

o Software Validation”

¢ General Hurdles and Pitfalls in BE Studies

e Where are we going with Dissolution and
BE Studies?

e Inflation of the Type I Error in Reference-
scaled Average Bioequivalence

e The General Requirements for Biostudies

o Establishing the Biostudy Statistical Design
2)

o Similarity, Comparability and Correlation

o The Predictive Power of Dissolution and
Alternatives to Full Bioequivalence

¢ Validation and Compliance Issues

¢ General Hurdles and Pitfalls in BE Studies

e Where are we going with Dissolution and
BE Studies?

¢ (L)ADME / Basics of Pharmacokinetics

e PK and statistical background of BE studies

o Clinical study design (5)

® Regulatory requirements

e The General Requirements for Biostudies

o Establishing the Biostudy Statistical Design
)

o Similarity, Comparability and Correlation

o The Predictive Power of Dissolution and
Alternatives to Full Bioequivalence

e Validation and Compliance Issues

o General Hurdles and Pitfalls in BE Studies

e Where are we going with Dissolution and
BE Studies?

e How to design a pilot study — extrapolation
of results

¢ Open Issues in the Assessment of Bioequiva-
lence and Biosimilarity: Unequal carry-
over — “solved” in BE but still an Issue in
Assessing Biosimilarity?

o Multi-Group and Multi-Site Studies. To pool
or not to pool?

o Group-Sequential and Two-Stage Designs

e Reference-scaling and Control of the Type I
Error

® Multi-Group Studies in BE. To pool or not to
pool?

e The General Requirements for Biostudies

e Similarity, Comparability and Correlation

o The Predictive Power of Dissolution and
Alternatives to Full Bioequivalence

¢ Validation and Compliance Issues

¢ Bioanalytical Method Validation

¢ Dissolution / Biowaivers / IVIVC

¢ (L)ADME / Basics of PK / NCA
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> Location Date
2017
243 =a Kaunas Dec 5/6

2018

Conference / Workshop / Training

Training on Bioequivalence

251 = Barcelona Mar 19-21 Bioequivalence, Dissolution &

252 =4 Vienna Apr 6

253 = Amsterdam Apr 12

259 = Pamplona Apr24

261 == QOberursel Jun 5/6

262 B2 Amman Sep 24

263 m= Prague Sep 26

264 = Budapest Oct 26
272 = Athens Nov 7-9

275 = Gdansk Sep 3

IVIVC

Shire

3" International Conference of the
Global Bioequivalence Harmonisa-
tion Initiative

Basic Statistical Concepts Behind
BE Testing

AGAH-Workshop “Introduction into
Basic Principles of Pharmacokine-
tics”

3" MENA Regulatory Conference
On Bioequivalence, Biowaivers,
Bioanalysis and Dissolution
BioBridges 2018

3™ Annual Biosimilars Forum

Bioequivalence, Dissolution &
IVIVC

Statistical Assessment of Bioequiva-
lence Studies

Title (number)

¢ Calculation of PK Metrics

e The Concept of BA and BE

e Types of Study Designs

e Sample Size Estimation

¢ Group-Sequential and Two-Stage Designs

e Reference-scaling and Control of the Type I
Error

¢ Protocol & Report, Risks, Case Studies

o The General Requirements for Biostudies

e Establishing the Biostudy Statistical Design
2)

o Similarity, Comparability and Correlation

o The Predictive Power of Dissolution and
Alternatives to Full Bioequivalence

¢ Validation and Compliance Issues

¢ General Hurdles and Pitfalls in BE Studies

e Where are we going with Dissolution and
BE Studies?

e How to measure what happens in pharma-
cokinetics: PK metrics of relevance!

e Primary and secondary PK metrics for evalu-
ation of steady state studies, Cy,, vs. Cy, re-
levance of Cy;,/C; or fluctuation for BE
assessment

 Basic Statistics for BE

o Sample Size Estimation

¢ Group-Sequential and Two-Stage Designs

o Reference-scaling and Control of the Type I
Error

¢ Nonparametric Statistics (fmax, fiag)

o Special Topics

e How to measure what happens in pharmaco-
kinetics: PK metrics of relevance!

o Pitfalls in BA/BE

o Multi-Group Studies in BE. To pool or not to
pool?

® Multi-Group Studies in BE. To pool or not to
pool?

¢ Roundtable Moderation

o The General Requirements for Biostudies

e Establishing the Biostudy Statistical Design
2)

o Similarity, Comparability and Correlation

o The Predictive Power of Dissolution and
Alternatives to Full Bioequivalence

e Validation and Compliance Issues

¢ General Hurdles and Pitfalls in BE Studies

e Where are we going with Dissolution and
BE Studies?

e Design of Comparative BA Studies

o Noncompartmental Analysis, Statistical Eva-
luation

o Pitfalls in Bioequivalence
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)y
276 wml

284 5

289 =1

290 E &

291

295 =

296 mml

297 =&

298 b=

299 =

301 ==

302 11

303 b

305 ==

306 ==

Location Date
2019
Gdansk Sep 3
Athens Nov 4-6
2020
Campinas Feb 11-13
2021
Sao Paulo Apr 29
4 Vienna Oct 1
Bilbao Oct 18
Yaroslavl Oct 22
Vienna Dec 15
2022
Prague Sep 23

Amsterdam Sep 28

Oberursel Oct 6/7
2023
Brussels  Apr 26
Prague Sep 21
Oberursel Oct 5/6

Frankfurt Oct 11

Conference / Workshop / Training

Statistical Assessment of Bioequiva-
lence Studies

Bioequivalence, Dissolution &
IVIVC

Network of Scientific Excellence

Seminario Internacional: Estudos em
doses multiplas para medicamentos
genéricos e similares de liberacao
modificada — Contexto nacional e
internacional

Takeda

BE course

3" International Conference «Studies
of medicinal products: Simple and
complex tasks»

Biometric Colloquium of the Vien-
nese Section of the IBS

BioBridges 2022

5™ International Workshop of the
Global Bioequivalence Harmonisa-
tion Initiative

AGAH-Workshop “Introduction into
Basic Principles of Pharmacokine-
tics”

2" Bioequivalence Workshop
BioBridges 2023

AGAH-Workshop “Introduction into
Basic Principles of Pharmacokine-
tics”

Experience meets Expertise.

BE: New Trends and recent Discus-
sions.

Title (number)

¢ Bioanalytical Method Development and
Validation

e The General Requirements for Biostudies

e Establishing the Biostudy Statistical Design
2)

o Similarity, Comparability and Correlation

o The Predictive Power of Dissolution and
Alternatives to Full Bioequivalence

¢ Validation and Compliance Issues

¢ General Hurdles and Pitfalls in BE Studies

e Where are we going with Dissolution and
BE Studies?

o Steady-state Studies
o Pilot Studies

e Two-Stage Designs
e Replicate Designs

o Qutliers in BE

o Steady-State Studies: Scientific Background,
Regulatory Requirements, Current Discus-
sions / Open Issues

¢ Bioequivalence. An Old Area with some
Uncharted Territories

e Biostudy Statistical Design and Evaluation
3

o General Hurdles and Pitfalls in BE Studies

o Critical Remarks on Reference-Scaled Aver-
age Bioequivalence

e Bioequivalence. An Old Area with some Un-
charted Territories

® {...x Evaluation: Where are we and where
will we go...

® Novel approaches in adaptive designs and a
adjustment, e.g., with futility criteria and for
parallel design studies

e How to measure what happens in pharmaco-
kinetics: PK metrics of relevance!

o Pitfalls in BA/BE

o Statistical challenges and opportunities in
ICH M13A

o Sex- and group-related problems in BE.
A delusion.

e How to measure what happens in pharmaco-
kinetics: PK metrics of relevance!

o Pitfalls in BA/BE

o ICH M13A: Testing for multi-group and
multi-center effects in bioequivalence. Sta-
tistical considerations and consequences for
interpretation.
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z Location Date Conference / Workshop / Training Title (number)
2024
307 18 Brussels  Nov 29 Medicines for Europe. BE Working e Data Manipulation in Bioequivalence
Group meeting
308 = Rockville Apr 16 6™ International Workshop of the ¢ Highly Variable Drugs and Type I Error
Global Bioequivalence Harmonisa-
tion Initiative

309 = &Rockville Jun 13 Spring Workshop on Data Integrity e Data Manipulation in Bioequivalence
in Bioequivalence Studies
311 == Oberursel Oct 1/2 AGAH-Workshop “Introduction into e How to measure what happens in pharmaco-
Basic Principles of Pharmacokine- kinetics: PK metrics of relevance!
tics” o Pitfalls in BA/BE
312 = Vienna Nov 12 Medical University Vienna, Depart- e Comparative BA Studies — Fundamentals
ment of Clinical Pharmacology and Common Pitfalls
2025
313 = Amsterdam Feb 26 3" Bioequivalence Conference o Statistical challenges and opportunities in
ICH M13C
317 sm Novo May 12/13 Challenges in Pharmacokinetic and e BE designs — higher order, replicate and
mesto Statistical Analyses in Bioequiva- parallel
lence e Pilot studies

o Multi-group studies
e PK and statistical analyses of BE studies —
special topics
318 = &Rockville Jun 11 Spring Workshop on Statistical and e Group-by-Treatment Interaction Effects in
Data Analysis Issues and Solutions Comparative BA Studies — A Myth or

for ANDAs and 505(b)(2) NDAs Reality?

321 = Oberursel Oct 7/8 AGAH-Workshop “Introduction into e How to measure what happens in pharmaco-
basic principles of clinical pharma- kinetics: PK metrics of relevance!
cokinetics” o Pitfalls in BA/BE

e Some PK mysteries unveiled

IT Proficiency

Networks LanManager (Hewlett-Packard, Microsoft), Samba (GNU)
LIMS LAB/UX (Hewlett-Packard / Agilent Technologies)
Operating Systems HP/UX (Hewlett-Packard), DOS (Microsoft, Digital Research), OS/2 (IBM), Windows XP | Vista |
7| 11 (Microsoft)
GUIs CDE (The Open Group), Windows 3.11 for Workgroups | NT4 | 2000 (Microsoft)
Scripts, Macros awk (Unix), BAT (Microsoft), JavaScript (Sun)
Office Microsoft, Apache Software Foundation
Languages Pascal for Workstations (Hewlett-Packard), TurboPascal (Borland), BASIC dialects: Rocky Moun-
tain Basic (Hewlett-Packard), HTB (TransEra), GW-Basic | QuickBASIC/VBA (Microsoft), CRA-
Basic (Shimadzu)
Databases dBase (Ashton-Tate), ACCESS (Microsoft), MySQL (Oracle)
Web (X)HTML | CSS (W3C), php (The PHP Group), APACHE (Apache Software Foundation)
Software e Proprietary
BioEvaluat (Biokinet), TopFit (Springer), STATISTICA (StatSoft), StatXact (Cyxel), NCSS
(NCSS Software), StudySize | Result (CreoSoft), EquivTest | PK (Statistical Solutions), Kinetica
(Thermo Scientific), Phoenix WinNonlin | NLME | IVIVC (Certara), Monolix | PKanalix | Simu-
lix (Lixoft)
e Open source
BIOEQV (Wijnand), Boomer (Bourne), WinSAAM (WinSAAM Inc), MONOLIX (The Monolix
Group), Berkley Madonna (Macey & Oster), WinBUGS | PKBugs (GNU), Octave (GNU), Mik-
TeX (Schenk), git (GNU), pandoc (GNU), GitHub (Microsoft), R (The R Foundation for Statis-
tical Computing)
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R Packages

1 Schiitz H. AdaptiveBE: Acceptability of Adaptive Bioequivalence Studies. 2018-05-07; Package version
0.8.4.9000. https://github.com/HelmutO1/AdaptiveBE

2 Molins E, Labes D, Schiitz H, Ocaiia J. betsd: Adjusting significance levels in two-stage adaptive 2x2 crossover
designs. 2019-07-03; Package version 0.1.5. https://github.com/eduard-molins/betsd

3 Schiitz H. indirectBE: Adjusted Indirect Comparisons. 2021-06-11; Package version 0.3.0.

4 Labes D, Lang B, Schiitz H. Power2Stage: Power and Sample-Size Distribution of 2-Stage Bioequivalence Studies.
2021-11-12; Package version 0.5-4. https://doi.org/10.32614/CRAN.package.Power2 Stage

5 Schiitz H, Tomashevskiy M, Labes D. replicateBE: Average Bioequivalence with Expanding Limits (ABEL).
2022-05-02; Package version 1.1.1. https://doi.org/10.32614/CRAN.package.replicateBE

6 Labes D, Schiitz H, Lang B. PowerTOST: Power and Sample Size Based on Two One-Sided #-Tests (TOST) for
(Bio)Equivalence Studies. 2025-09-23; Package version 1.5-7.
https://doi.org/10.32614/CRAN.package.PowerTOST

Posters
# Location Date Occasion Title Co-authors
1 == Uppsala Oct 26, 1988 International Sympo- Development and Application of an  Eichinger A,
sium on Coupled Co- HPLC Determination of Buspirone in Nitsche V
lumn Separations Plasma by Solid-Phase Extraction and
On-Line Precolumn Trace Enrichment
2 = Vienna Jan 23-25, 1989 6. Forum Analytik ~ Anwendung von Séulenschaltungen in Eichinger A,
der HPC anhand von Beispielen Nitsche V
3 = Graz Oct 26-28, 1989 VIII. Wissenschaftli- Spurenanalytik von Arzneistoffen aus Eichinger A,
che Tagung der Os-  biologischen Matrices Nitsche V
terreichischen Phar-
mazeutischen Gesell-
schaft
4@ Geneva Apr 17-19, 1990 4™ European Con- Determination of buspirone in plasma Eichinger A,
gress of Biopharma- by HPLC with solid-phase extraction Nitsche V
ceutics and Pharma- and on-line precolumn trace enrich-
cokinetics ment and its application to a pharma-
cokinetic study
58 Geneva Apr 17-19, 1990 4™ European Con- Determination of amoxicillin and am- Eichinger A,
gress of Biopharma- picillin using a new HPLC method Nitsche V
ceutics and Pharma-  with post-column derivatization and
cokinetics its application to bioavailability
studies
6 = Vienna Jan 25-27, 1993 10. Forum Analytik  Implementierung der GLP in einem  Eichinger A,
Auftragsforschungslabor mit 6 Mit-  Krenauer J,
arbeitern Kaspar A, Wolf
C, Nitsche V
7 = San Antonio Nov 10-14, 2013 AAPS Annual Meet- Performing Reference-Scaled Aver- Henry A,
ing and Exposition  age Bioequivalence (RSABE) in Hughes L,
Phoenix® WinNonlin® Davis S

8 =

9 ==

Vienna

Glasgow

Aug 24-28,2014

Nov 16/17, 2015

35" Annual Confe-
rence of the Interna-
tional Society for Cli-
nical Biostatistics

3" International Cli-
nical Trials Methodo-
logy Conference

doi:10.13140/RG.2.1.1008.0800
Adaptive two-stage bioequivalence
trials with early stopping and sample
size re-estimation
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# Location Date Occasion Title Co-authors

10 == Berlin Jul 8-13,2017  XXVI Congress of  An investigation of the minimum Booth J, Stei-
the International So- half-life extension needed to make a  nitz-Trost K,
ciety on Thrombosis clinically meaningful impact on dos- Lee HY, Bauer
and Haemostasis and ing frequency of extended half-life re- A, Wolfsegger
63" Annual Scientific combinant FVIII products M
and Standardization
Committee Meeting

11 8@ Sydney Oct29—Nov 1, HAA Annual Scien- Minimum half-life extension ratio Booth J, Stei-

2017 tific Meeting model for reduced dosing frequency  nitz-Trost K,
of extended half-life recombinant Lee HY, Bauer
FVIII products A, Wolfsegger
M

12 = San Diego Nov 12-16,2017 AAPS Annual Meet- Reference-Scaled Average Bioequiva- Mehl C, Henry
ing and Exposition  lence (RSABE) Approach For Com- A, Hughes L
pounds With A Narrow Therapeutic
Index (NTID) Using Phoenix™

WinNonlin®
13 = Vienna Feb 20-23,2018 62" Annual Meeting A Model of the Minimum Half-life ~ Booth J, Stei-
of the Society of Extension Ratio Needed to Reduce nitz-Trost K,

Thrombosis and Hae- the Dosing Frequency of Extended Lee HY, Bauer
mostasis Research Half-life (EHL) Recombinant FVIII A, Wolfsegger
(rFVIII) Products M
14 == London Dec 18-20, 2018 Pharmacology 2018  Assurance (expected power) for plan- Ring A, Lang
ning crossover bioequivalence trials B, Kazaroho C,
doi:10.1111/bcp.13937 Labes D,
Awounvo JS
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Professional Activities
Jul 1976 Vinzenz Wagner GmbH ¢ Rheology, pycnometry, colorimetry

(internship)
Jul 1977 Technol GmbH ¢ Rheology, flashpoint determination, pH measurement, UV/VIS
(internship) spectrometry, IR spectrometry, normal phase HPLC
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Jan 1980 — Oct 1980 Gerot Pharmazeutika GmbH e Syntheses of NCEs (beta blockers, benzodiazepines)
Nov 1980 — Jan 1984 Pharmakologische Untersu- e Trace analysis of drugs in biological matrices (GC / HPLC)

chungsgesellschaft mbH e Development and validation of software for PK, NCA, compa-
rative BA
¢ Evaluation of Phase I studies
Feb 1984 — May 1987 Biokinet GmbH e Manager of the Analytical Laboratory

e Development and validation of bioanalytical methods for the
determination of drugs in biological matrices
Jun 1987 — Jul 2004 Biokinet GmbH ¢ Design, implementation, administration of a Laboratory Infor-
mation Management System according to the rules of Good
Automated Laboratory Practices
e Manager of the Department of Biostatistics and Data Manage-
ment
e Design and evaluation of more than 500 comparative BA
studies
o Assessment of about 50 Phase I studies of external CROs
Oct 2004 — current BEBAC — Consultancy Ser- e Consultant in the domain of bioavailability and bioequivalence
vices for Bioequivalence and e Biostatistical services (design, evaluation, and assessment of
Bioavailability Studies studies)
e Workshops, trainings
¢ Support at regulatory meetings
e Maintainer of the Bioequivalence and Bioavailability Forum
Feb 2022 — current Lecturer at the Center for Medical Data Science, Medical University of Vienna
2004 — current Peer reviewer
AAPS J, Chemometr Intell Lab Syst, Clin Pharmacokinet, Clin Res Regul Aff, Comput Meth
Prog Biomed, Curr Drug Metab, Drug Metab Lett, Drugs in R&D, Eur J Clin Pharmacol, Eur J
Pharm Biopharm, Eur J Pharm Sci, J Bioequivalence Bioavailab, J Biopharm Stat, J Pharm
Pharmacol, J Pharmacokinet Pharmacodyn, Pharm Res, Pharm Stat, Stat Med, Ther Innov
Regul Sci
2015 — current Member of the Editorial Board of ‘Drugs in R&D’
2016 — current Co-organizer of the ‘BioBridges’ Conference at the Institute of Pharmacology, 1% Faculty of
Medicine, Charles University, Prague
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1992 -2014  Drug Information Association (DIA)

2004 — current Austrian Association of Consulting Engineers

2005 — current Region Austria-Switzerland of the International Biometric Society (ROeS-IBS)
2005 — current Austrian Pharmaceutical Association (OPhG)

2005 — current European Network for Business and Industrial Statistics (ENBIS)

2008 — current International Society for Clinical Biostatistics (ISCB)

2010 — current Fédération internationale pharmaceutique (FIP)

2014 — current American Association of Pharmaceutical Scientists (AAPS)

2015 — current European Federation for Pharmaceutical Sciences (EUFEPS)

2018 — current Association for Applied Human Pharmacology (AGAH)
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Apr 1980 — current CMAS Diver *
Jul 1981 — current PADI Open Water Scuba Diver

May 1989 — current Advanced Open Water Diver
Jun 1989 — current Rescue Diver
Jul 1995 — Dec 1995 Divemaster
Aug 1995 — Dec 2005 Open Water Scuba Instructor

May 1997 — current NACD Cave Diver
Feb 2002 — current  ProNRC Nitrox Level I
Nitrox Level II
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