ion

dokumentat:

serie

g =
 —
=
| -
©
=
S

‘JuswWaJLnbal sy} S}98W SWLY UL UOLIEIOASL
9y} 40 4o buipuss pouad sy3 burdasy o4 ‘suoseas
JO UOLIBJLPUL INOYILM JLBWS IO XB) 49339] AQ Syoam 2
ULYILM JBPJO BY3 930A31 03 JybLl By3 sey 1awo3snd ay]

uoL}e20A3 40 JybLy

. O)
| =
“ =
.a V
5 o
om m
(S =
= <C
(8]
— (&5 )
L o
2 =
(L]
m o
T Ll
I~
+
+
+

ainjeubls / ajeq

(Ajuo saujunod ueadoiny) *oN-QI LYA

Aiunoy

A1) 9pod e1sod

1spjoyp.ed jo awey

Aindx3

laqunu ple)

piedsaise ] VYSIA []  XaWV []

jJuawAhed

(A13A19p 3004 104) SSaUpPY

Auedwod jo swey

a3 gor

alleu 3se] pue 3siy

(abe3sod snd JyA “1duL 33Ld) ¥YN3 00°69

1-96€-€61/8-€-8.6 NGSI
Burytpny 49 jo sardod/Adod

9P AIR @ (BLIMIDA :]LeW?d

84T 0%6-525.(0) 6%+ auoyd

(Ruewsan) jlopuainy zz€ss

6521 "9'0°d

HQWo UdYeYISUISSLMINIEN pUn ULZLpaly N

bejsap 1ojue) oup3 - A3

[%T 0%6-5252(0) 6%+ :xeJ Aq ur1oy 19p10 SIY} Puas asedld




GCP Auditing
Methods and Experiences

In the 2nd edition of this booklet all texts have been
revised, adopting the current legal provisions and EU
Directives. Some new chapters (Audits of Specialized
Laboratories, Audits of Phase I Clinical Trials, Electronic
Data Capture in Clinical Trials from a Quality Assuran-
ce Perspective) have been added. Methods used in the
design, implementatiion and evaluation of audits are
described exhaustively. That renders this documentati-
on useful as a current handbook for the pharmaceutical
companies and CROs.

Different working areas (investigator, clinic, laboratory,
CRO) are dealt with. The subjects cover audits of the trial
protocol and of the written information for study partici-
pants, Phase I Audits, Investigaror's Audits and System
Audits up to the tasks of clinical quality assurance in
electronic data capture and the audit report.

The authors are working in the pharmaceutical industry
or at CROs and have had many years of experience in
quality assurance.

Target groups

e R & D scientists and monitors

® Quality assurance staff

® CROs

e Public authorities / administration

GCP Auditing

Table of Contents

Key Note Address
Schwarz, G.

Preface to the first edition
Stelzer, H.-G.

Preface to the second edition
Stelzer, H.-G.

Quality Management in Clinical Research and the Value of Audits
Hattemer-Apostel, R.

Clinical Quality Management in a Medical Department of
a Multinational Pharmaceutical Company - an Enhanced
Approach to Quality

Schmidt, J.-H., Gebauer, M., Gorbauch, T.

Audit Schedule and Project Auditor in a Clinical Project
Ansmann, E., Fleischhauer, I., Schmidt, J.-H., Korbmacher, C.,
Ehmer, C.

Audit of Protocol, Written Information for Study Participants,
Informed Consent Form and Case Report Form
Krempien, W., Scharpf, R.

The Investigator Site Audit
Julius, C., Widler, B., Lindauer, E., Spengler, F.

Clinical Investigator Audit as Part of the System Audit
Widler, B., Lindauer, E., Julius, C., Spengler, F.

Presented by the German Society
for Good Research Practice

2007. Size 147 x 210 mm,
approx. 190 pages, paperback

' . . . . ‘ ISBN 978-3-87193-356-1

69.00 EUR

EDITIO CANTOR VERLAG

Scheduled to appear in June 2007

Table of Contents continued

Investigator Site Audits by the Sponsor in CRO Monitored Studies
Schmidt, J.-H., Gebauer, M.

Sponsor Audits at Contract Research Organisations (CROs) -
The CROs’ Perspective
Chase, D., Schmidt, J.-H.

Sponsor Audits at Contract Research Organisations (CROs) -
The Sponsors’ Perspective
Schmidt, J.-H., Chase, D.

Audit in the Analytical Laboratory
Schaltenbrand, R., Plate, S., El-Samalouti, V., Renneisen, K.

Audits of Specialized Laboratories: Approaches,
Problems and Solutions
Edelmann, A., Rittberger, M.

Audit of Early Phase Clinical Trials and Clinical
Pharmacology Units
Hattemer-Apostel, R., Norton, J.

System Audits in Drug Safety
Rittberger, M., Stegemann, M., Schmidt, J.-H.

Audits in Data Management, Statistics and Medical Writing:
Auditing Clinical Databases, Trial Reports and Related Systems
Hattemer-Apostel, R., Reinhardt, W.

Validation of Computer Systems in Clinical Trials
Kaiser, P. M., Sanden, H., Badautschek, T.

Electronic Data Capture (EDC) in Clinical Trials from
a Quality Assurance Perspective
Poland, H.

Performing and Reporting an Audit - Administrative
and Technical Aspects
Widler, B., Sobol, I., Liffel, R.

Acronyms and Abbreviations
Glossary
Index

Authors' Addresses




