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Establishment of a task force in order to 
prepare the PEI 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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The Paul Ehrlich Institute is responsible 
in Germany 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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General Organisation of the Paul Ehrlich Institute

Institutsleitung

Präsident und Professor
Hr. Prof. Dr. Löwer

Vizepräsident und Professor
Hr. Prof. Dr. Cichutek

Forschungsbeauftragter

Hr. Prof. Dr. Vieths

Forschung beim Präsidenten 
Fachgebiet Pr1

Transmissible spongiforme
Enzephalopathien

Hr. Dr. Montrasio

Forschung beim
Präsidenten 

Fachgebiet Pr2
Retroelemente
Fr. Dr. Löwer

Abteilung 4
Veterinärmedizin

Hr. Dr. Moos

Abteilung 6
Medizinische

Biotechnologie

Hr. Prof. Dr. Cichutek

Abteilung 5
Allergologie

Hr. Prof. Dr. Vieths

Abteilung 7
Hämatologie /

Transfusionsmedizin

Hr. Prof. Dr. Seitz

Abteilung 1
Bakteriologie

Hr. Dr. Haase

Abteilung S
Sicherheit von

Arzneimitteln und
Medizinprodukten

Fr. Dr. Keller-Stanislawski°

Abteilung 3
Immunologie

Hr. Dr. Kalinke

Abteilung Z
Verwaltung

Hr. Dr. Frieser

Abteilung 2
Virologie

Hr. PD Dr. Sutter

Referat L3
Presse,

Öffentlichkeitsarbeit

Fr. Dr. Stöcker

Referat L2
Grundsatzfragen,
Zentrale Steuerung

Hr. Wiegelmann°

Referat L5
Europäische

Verfahren

Fr. Dr. Schröder°

Referat L4
Qualitäts-

management

Fr. Dr. v. Wangenheim

Referat L1
Leitungsassistenz,

Sprachendienst

Fr. Plumbaum°

Dep. 1 Bacteriology
Dep. 2 Virology
Dep. 3 Immunology
Dep. 4 Veterinary Medicines
Dep. 5 Allergology
Dep. 6 Medicinal  Biotechnology
Dep. 7 Hematology/Transfusions Medicine

Dep. S Safety of Medicinal Products  von Medicinal Devices  

Dep. Z Administration
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Organisation of the Paul Ehrlich Institute

Decentralised responsibility for Medicinal 
Products in sections

e.g.: Depart. Immunology, 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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Establishment of a task force in order to 
prepare the PEI for the new duties:

Main Topics / Tasks :
- Structure / Organisation of centralised and de-centralised 

tasks
--- Personnel / RoomPersonnel / RoomPersonnel / Room
- IT- concept (PEICT / EudraCT)
- Guidance documents (national / EU) 
- Training 
- Quality Assurance / SOPs
--- InspectionsInspectionsInspections
--- FeesFeesFees
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Structure / Organisation of the tasks for the approval of 

clinical trials in Germany within the Paul Ehrlich Institute

Product Sections
of the PEI

Pharmacovigilance

Biostatistics

Viral Safety 

Central Unit:
Approval of CT

Applicant

Advice
Expertise 

Assessment Rep.; 
granting  CT,
Certificates; 
List of Quest, etc

CT

mAb

“Service” Sections
of the PEI
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IT- concept (PEICT / EudraCT)

EudraCT 

CT

PEI-CT 

Central Unit 
PEI

time tables
Evaluation: Times, Costs, etc

Letters of receipt
Certificates

XML File

XML File

Applicant

List of questions
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EudraCT:   Overview of the data fields
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PEICT S5:  Certificates, time tables, etc
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Clinical Trials Directive, 
Implementation at the Paul Ehrlich Institute

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-III) 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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Clinical Trials Directive, 
Implementation at the Paul Ehrlich Institute

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 

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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Clinical Trials Directive, 
Implementation at the Paul Ehrlich Institute

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 über den Umgang mit Anträgen auf 

Genehmigung von klinischen Prüfungen) 
- Inspections

•• e.g. Triggers for GCP Inspectionse.g. Triggers for GCP Inspections
•• Manufacturing of IMPManufacturing of IMP
•• Investigator; Sponsor; CRO, Test labs; etcInvestigator; Sponsor; CRO, Test labs; etc

- Fees
• Draft of new Decree of Costs ( PEI Kostenverordnung)


