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ent of a task force in or
PEIl for the new duties

Main Topics/Tasks:

Structure / Organisation of centralised and de-centralised
tasks

Personnel / Room

IT- concept (PEICT / EudraCT)
Guidance documents (national / EU)
Training

Quality Assurance / SOPs
Inspections

Fees
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Ehrlich Institute is resp
y for:

» Vaccines (bacterial and viral)

» Sera including Monoclonal Antibodies

» Blood Products, Blood components

» Test-allergens, Test-sera; Test-antigens

» Gene transfer products

» Somatic cell- and xenogenic cell products
» Tumor vaccines
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anisation of the Paul Ehrlich

Fr. Plumbaum®

Hr. Wiegelmann®

Fr. Dr. Stocker

F orechu tbeim u ,hbeir;! .“; 1 Prisident und Professor ] Referat !.1 Referat L2 R;ferat L3 I;if;rif;t:A EE?Z:r'a'aits I;:e
rasidenten achgebiet Pr " Gr resse, -
Fachgebiet Pr2 issi iforme Hr. Prof. Dr. Léwer Zentrale Steuerung | O i itsarbeit Verfahren

Fr. Dr. v. Wangenheim

Fr. Dr. Schréder®

Hr. Prof. Dr. Cichutek

Abteilung Z Abteilung S Abteilung 1 Abteilung 2 Abteilung 3 Abteilung 4 Abteilung 5 Abteilung 6 Abteilung 7
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1 Bacteriology

2 Virology

3 Immunology

4 Veterinary Medicines
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Dep. S Safety of Medicinal Products von Medicinal Devices

» Dep. Z Administration
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-ion of the Paul Ehrlich In-

» Decentralised responsibility for Medicinal
Products in sections

e.g.: Depart. Imnmunology, Section mono & polyclonal antibodies
> Responsible for products like:

- immunoglobulins from human blood

- monoclonal antibodies

- anti-T-cell sera

> Responsible for the assessment of
- Quality Part
- Pre-clinical Part
- Clinical Part
- Regulatory Parts (marketing authorisation; variations; etc)

» Exceptions: Pharmacovigilance; viral Safety; Statistics
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ent of a task force in o
PEI for the new duties

» Main Topics / Tasks :

Structure / Organisation of centralised and de-centralised
tasks

Parsonnzlf oo

IT- concept (PEICT / EudraCT)
Guidance documents (national / EU)
Training

Quality Assurance / SOPs
lnsuzctions
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EudraCT Number : 2004-000007-18

Sponsor's Protocol Code Number : GlakoSmithKline, SCO100470
Member State Competent Authority : Sweden - MPA

If you have edit rights, use the 'Sawve’ function to save any change to the edit area. These changes
cah be altered or reversed. Use the 'Save to EudraCT Database' function to create a permanent
record in the EudraCT Database.

* VIEW ONLY - No data will be saved to the EudraCT database

A. Trial Identification F. Sites Responsible for IMP Release

B. Sponsor Identification G. General Information on the Trial
C. Applicant 1dentification H. Population of Trial Subjects
D. Information on the IMPs 1. Proposed Sites in the Member State

E. Information on the Placebos J. Ethics Committee/ MS Competent Authority

Show Last Save as Get Printable
Search Results XML Copy

validate Welcome
Application Page
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EICT S5: Certificates, time tables, etc

Microsoft Access - [frm_ct : Formular]
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tion at the Paul Ehrlich Instit

» Guidance documents (national / EU) :
-  Draft “Gemeinsame Bekanntmachung of the BfArM/PEI”

« List of the required documentation for the application of approval of a clinical trial

«  Requirements on the pharmaceutical and pre-clinical documentation for the
investigational medicinal product for the different phases (I-ll) of a clinical trial

*  Requirements on the clinical documentation
«  Summary on the risk-benefit evaluation

«  Declaration of Substantial Amendments

«  End of trial declaration and report

- Quality working Party of the CHMP:

«  Draft 1: GUIDELINE ON THE REQUIREMENTS TO THE CHEMICAL AND
PHARMACEUTICAL QUALITY DOCUMENTATION CONCERNING INVESTIGATIONAL
MEDICINAL PRODUCTS IN CLINICAL TRIALS

@,
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Is Directive,
ion at the Paul Ehrlich Instit

> Training of the PEI personnel:

- One day Training session on 1. April 2004 with presentations and
intensive discussion for all interested persons at the PEI

Sie finden hier die Prazentationen z2u den Yortragen wam 1. Aprnl 2004

IETJ k. Miibling: Eurapaizche Empfehlungen zur Umzetzung der GCP-Richtliniz [Mmplementation Guidelines"]
Tﬁ G. won Wangenhein: Ablauf des Genehmigungsyerfahrens am PEI

'!’TJ J. Scherer: Bewertung won Unterlagen zur Qualitat von Prufpraparaten

IETJ J. Blimel: Yins- und TSE-Sicherheit bei klinizchen Studien

IETJ H. Krafft: Bewertung won Unterlagen zur Praeklimk

'!’TJ B. Feller-Stanizlawski, P Volkers: Konzeption und Bewertung von klinizchen Studien

= 5. wemer Ausitser und Schwerpunkhe von Inzpektionen

> On the job training of the new personnel directly involved in the
approval of clinical trials on:

- Directives/ Guidance documents
- Draft German Drug Law and GCP-Regulation (GCP Verordnung)
- Databases (EudraCT and PEICT)
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» Examples of the other main topics of the task force:

Personnel / Room
« Review of job applications (several hundred)
+ Job interviews
* On the job training of the new personnel

- Quality Assurance / SOPs

 Verfahrensanweisung L-V-20-01 (Regelungen liber den Umgang mit Antragen auf
Genehmigung von klinischen Priifungen)

- Inspections
+ e.g. Triggers for GCP Inspections
* Manufacturing of IMP
+ Investigator; Sponsor; CRO, Test labs; etc
- Fees
« Draft of new Decree of Costs ( PEl Kostenverordnung)

©
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