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History
 

of the
 

BfR 

Federal Health Agency (1952-1994)

Federal Institute for Health Protection 
of Consumers and Veterinary Medicine (1994-2002)

• 
• 
•

• Imperial Health Agency (1876-1919)

• Health Agency during

 

the

 

German republic
and the

 

„Third

 

Reich" (1919-45)

Risk

 

Assessment Risk

 

Management

August 6, 2002
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The
 

BfR since
 

February
 

2009 
Department 
“Experimental 
Toxicology and 
ZEBET”



Manfred Liebsch, Vision Tox-21: Implementation, Ottawa, 29 June 2009 Slide 5

BfR New Department 9 

General Mission:

In the BfR, 
Toxicology goes 
in vitro 
and molecular
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Contribution of BfR to OECD Work

1996 TG 423 Acute

 

Oral Toxicity: ATC Method

2002 TG 404 Skin irritation

 

/ corrosion

 
(BfR & U.S. EPA: in vitro/in vivo strategy)

2002 TG 404 Eye irritation

 

/ corrosion

 
(BfR & U.S. EPA: in vitro/in vivo strategy)

2004 TG 427 Skin Absorption

 

(in vivo)

2004 TG 428 Skin Absorption

 

(in vitro)

2004 GD 28   on Skin Absorption

 

Testing

2004 TG 430 Skin Corrosion: TER

2004 TG 431 Skin Corrosion: human 3D skin model

2004 TG 432 In Vitro Phototoxicity: 3T3NRU-PT

2005 GD 34 on Validation and Acceptance

2008 TG 436 Acute

 

Inhalation Toxicity: ATC Method

2008 GD 39 on Acute

 

Inhalation Testing
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Contribution of BfR to OECD Work

…currently ongoing

Implementation of BfR SAR Expert System 
DSS (skin and eye) into OECD QSAR toolbox

Completion of consolidation process on new 
Test Guideline 4xx: Skin Irritation In Vitro
Reconstructed human Epidermis (RhE) Model

Further work on revision of TG 415: extended 
One Generation Study

Co-chair of OECD WPMN Steering Group 7 
(Alternative Methods to be used in Assessment 
of Manufactured Nanomaterials) 
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Development of a New OECD Test Guideline
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A hurdle? The OECD needs 100% Consensus !

majority decisions, like in 
the EU Test Guidelines 
Program possible,
don’t pass
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Problemstellung (2)

New since

 

2002: Tiered

 

Testing

 

Strategy

OECD TG 404 (updated
 

2002) 
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Use of existing human and 
animal data

Use of SAR 

Use of pH
(& acid / alkaline reserve)

Use of acute dermal tox data

OECD TG 404, Annex: STRATEGY (1)
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Accepted
EU B.40
OECD 430
OECD 431

 
(OECD 435)

Accepted
in EU only
EU B.46
…not yet 
by OECD

OECD TG 404, Annex: STRATEGY (2)
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Trust & consensus building: Review Documents

Validated
as stand-alone
test method*

Validated
for identification
of positives only

Validated
as stand-alone
test method*

Validated
as stand-alone
test method*

1. VALIDATION 1 (2003-2007) 
ECVAM SIVS 
► ESAC statement 2007: Scientific validity 
of EpiSkin & original EpiDerm

2. ECVAM Performance Standards (v1) 2007

VALIDATION 2 (2008):
Equivalence validation studies on the basis of  
Performance Standards 
► ESAC statement 2008: Scientific validity of 
modified EpiDerm & SkinEthic

2007

2008

2009

EpiSkin EpiDerm SkinEthic

Modified (SOP)

1. Re-evaluation of all three methods under 
UN GHS (Recalculation of predictive values)
► ESAC statement 2009:
Satisfactory performance of EpiSkin, 
Modified EpiDerm and SkinEthic under UN GHS

2. ECVAM Performance Standards (v2) 2009

Satisfactory
under 

UN GHS

EU DSD 
system

UN GHS
system

Satisfactory
under 

UN GHS

Satisfactory
under 

UN GHS
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Summary

The OECD has policies, but no opinion

The “opinion” of the OECD is always the consensus reached 
among the 30 Member Countries

Consequently, the OECD is 100% open to the change of 
paradigm associated with the vision of Tox-21

 …you just need 29 more to convince

An OECD policy that supports

 

this vision, is the general OECD 
commitment to reduce the need of animals wherever possible

An OECD policy that may become a problem, is the 
requirement of non proprietary OECD methods available for 
everyone and everywhere

THANKS FOR YOUR ATTENTION! 
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