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I. Committee Business Meeting

Jim Kim welcomed the IVGT Project Committee and took a roll call.  The purpose of this meeting was to provide an overview of all of the committee’s activities.

a. Budget








Jim Kim noted that the 2012 budget is tight for this year.  There will probably not be funding available to support the Quantitative Database this year.  The budget is tight because of large expenditures for the Cell Comparison project (2011-2012) and the New Approaches workshop in 2012.

b. Membership and steering committee membership

Jim reviewed the Steering Committee roster.  The purpose of the Steering Committee is to ensure that the IVGT Workgroup leaders are informed about all of the committee’s activities.  It is also designed to ensure representation from both public and private sectors, different geographical areas (North America, Europe and Japan), and different industry sectors (e.g., pharmaceuticals, chemicals, consumer products).  The Steering Committee is not a governance body, but serves as an advisory group to IVGT leadership and management.

In late 2011, ILS-Inc. joined HESI and the IVGT.  Other potential sponsors include Unilever (Paul Carmichael).  Jim noted that Bayer Healthcare is at risk of dropping out of IVGT because their representative, Lou Mylecraine, has retired.  Jim contacted Neil Carmichael (also a HESI Board member) to identify another Bayer IVGT representative.  However, Neil Carmichael was unable to identify anyone.  

Other companies that could be approached for membership include Merck, Syngenta, Abbott (John Nicolette), Roche, and DuPont.  Merck is a past member, and had withdrawn over budget issues.  Jim spoke with a Syngenta researcher during the New Approaches workshop about IVGT membership.  Roche has been approached in the past, and also has not joined because of budget issues.  Jim reminded the Committee that as the objectives and mission of IVGT become broader, interested parties may include other biotechnology companies and CROs.  Members are encouraged to reach out to potential sponsoring companies.

c. Other meetings scheduled in 2012/2013




i. JSOT

ii. EMS / EEMS

iii. SOT

Lynn Pottenger noted that she and George Johnson were included as speakers on a workshop proposal for 2013 SOT that will focus on dose-response (non-linear extrapolation) and mode-of-action.
The IWGT is planning on holding a workshop in 2013 in conjunction with the ICEM.  Two of the IVGT activities – Pig-a and Quant will carry forward as Workgroups in IWGT.

Manju Manjanatha noted that IVGT agreed to sponsor a session at EMS 2012 on Risk Assessment ($2500 for Silver Sponsorship).  Bhaskar Gollapudi is a speaker.  

A proposal was submitted for the 2013 IUTOX meeting to be held in Seoul, South Korea, that will focus on quantitative dose-response analyses of genetox data.  Jim Kim has submitted a letter requesting HESI funding if this proposal is accepted, so that the IVGT Committee would not be the primary sponsor.

II. 
Updates from Workgroups

a. Quantitative Workgroup







i. Health Canada collaboration






ii. on-going action items





iii. objectives of the April meeting

iv. anticipated deliverables

v. tentative milestones
Véronique Thybaud provided an overview of the Quantitative Workgroup.  Paul White summarized the Health Canada collaboration.

The Health Canada Chemical Management Plan (CMP) funded the relational database.  Paul White received a new grant to support his research.  Built into his grant is funding of $50K towards data analysis ($25K/year for 2 years).  This is in addition to the pro bono work that has been contributed by George Johnson, Lya Hernandez, and Lynn Pottenger.
A concept paper on dose-response analyses for genetox data was led by Bhaskar Gollapudi and recently resubmitted with revisions (in response to reviewers’ comments).
Steve Dertinger reported that the HESI “perspectives” paper (Schuler et al., 2011) in the EMM Pig-a Special Issue has been getting a lot of downloads.
A slide summarizing presentations by George Johnson and Véronique Thybaud was presented.

b. Improving Existing Assays Workgroup





i. on-going action items

ii. objectives of the April meeting

iii. anticipated deliverables

iv. tentative milestones
David Kirkland reviewed the Cell Comparison project.  Paul Fowler (Covance) was in charge but moved to Unilever.  James Whitwell has taken over.  The project has had issues – it is impossible to do MN in L5178Y in presence of cyto b.  The protocol had to be changed, and is now done in the absence of cyto b.  The data is interesting – surprising.  David Kirkland asked the Committee to consider 3 questions during presentations this afternoon during the Improving Existing Assays Workgroup meeting: 1) do we think project has been satisfactorily completed, 2) other work because of questions? 3) do we think data are suitable for publication/presentation?
Elisabeth Lorge reviewed the Cell Repository project.  The purpose of the Cell Repository project is to deposit cells that are well characterized, where we feel comfortable that we can rely on genotoxicity results.  

Paul White reviewed the Metabolism project.

c. New Approaches Workgroup





i. Leadership

ii. Practical Aspects

Véronique Thybaud provided an overview of the New Approaches Workgroup.  The Workgroup first prepared a proposal for a SOT Contemporary Concepts in Toxicology (CCT) Workshop.  The proposal was withdrawn last fall because of difficulty in workshop sponsorship and organization.  SOT provides $25,000 in funding to support CCT workshops, however, the SOT earns back this sponsorship through high registration fees.

The Committee briefly discussed future IVGT projects in the context of the New Approaches Workshop.  The IVGT will discuss this in greater detail on Friday morning, April 27.

Errol Zeiger thought the New Approaches workshop was informative; Errol thought the workshop went outside of the genetox box and appreciated the extended time for discussion.  Lynn Pottenger also voiced her pleasure with the workshop presentations.  Laura Custer was particularly impressed with Peter Dedon’s talk and requested slides and references.  Jim Kim noted that all the workshop presentations will be made available.

Laura Custer commented that there was a theme for regulatory use during discussions, but that some of the presentations were so out-of-the-box that they cannot really be considered ready to go through validation.  It would be important to establish new routes for technologies not ready for regulatory use in near future but could provide valuable information for risk assessment.  It was also noted that technologies do not always have to have an OECD guideline, but it helps to have it – particularly for tools are useful.

Bhaskar Gollapudi and Rosie Elespuru valued the workshop forum, and encouraged the committee to continue holding these events.  

III. 
Transition to Technical Committee (2012)


a. Leadership

b. Mission and Objectives

Jim Kim explained that the IVGT was established as an Emerging Issues Subcommittee in 2006, and was chartered as a Project Committee in 2008.  Since last year, IVGT has had discussions about transitioning to a Technical Committee – allowing it to be a longer standing committee with broader objectives.  Program Strategy and Stewardship Committee (PSSC) reviews would be held every 3 years for Technical Committees as opposed to every 2 years for Project Committees.
David Kirkland commented that as an Emerging Issues Subcommittee, the future was unknown.  It is a testament to the IVGT activities that it can transition to becoming a Technical Committee.  
Jim also explained that because of recent issues regarding conflict-of-interest, the HESI Board of Trustees revised the bylaws requiring HESI Committees to have public and private co-leaders.  This is to ensure that HESI’s commitment to tripartite membership not only applies to committee rosters but to the leadership.  Bhaskar Gollapudi has indicated that he would like to step down as Co-chair.  In the last year, Stefan Pfuhler and Jan van Benthem have been nominated to co-lead the IVGT.  They have agreed and received their organizations’ approval for this role.  Véronique Thybaud is planning on staying as a co-leader for one additional year.

Jim explained that one of the issues the Committee has to address is term limits for the leadership roles.  There are no specific bylaws that address this.  Some HESI committees rotate through leadership roles every 2 years, with staggered and overlapping terms.  Since PSSC reviews are done every 3 years for Technical Committees, IVGT could also consider a change in leadership every 3 years.  Some HESI committees do not rotate leadership.  This can be discussed in the future.

· Action: The IVGT Committee held a vote to elect Stefan Pfuhler and Jan van Benthem as co-leaders of the IVGT, where Véronique Thybaud will also maintain a co-leader role for one more year.  Jim MacGregor provided a motion to support this; David Kirkland and Errol Zeiger seconded the motion; the IVGT Committee was all in favor of this leadership plan, effective immediately.  There were not comments or abstentions.  
As a Technical Committee, the mission and objectives for the IVGT will be broader than they are currently.  The Committee briefly discussed potential areas of expansion.

Jan van Benthem commented that germ cell mutagenesis is becoming a larger issue in Europe.  There is also the concerns on genotoxicity of nanomaterials.

Other topic areas include genetox of biologics (e.g., oligos, antibodies – particularly since there are no universal regulatory guidelines), gene therapy, stem cell therapy.

Bhaskar Gollapudi suggested that similar to the previous ACSA project at HESI, the IVGT could start with a clean sheet and design a testing strategy.  Kerry Dearfield supported this idea since with new assays, testing design strategies also need to be re-thought.  However, we need to be clear on the questions we want to address and how they might be answered.  If newer assays are used, we need to understand the limiting factors (e.g. no stamp of OECD approval).
It was also suggested that we could survey HESI member companies for topics of interest.  This might also attract new companies to join IVGT.  Jim will ask Nancy Doerrer if there were any genetox proposals submitted for the Emerging Issues process.  

Another suggested topic was NextGen Sequencing technologies.

Laura Custer suggested that once a list of potential new IVGT projects are defined, members can rank order topics in consideration of where they would be willing to commit their time. 
IV. Adjournment
Hearing no additional discussion, the meeting was adjourned at 12:00PM.
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Industry Participation
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David Kirkland Genetox Consulting
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Potential Future Members

Abbott Labs

DuPont
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Roche
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IVGT Project Committee
 Organization

Review WG (2008-2010)

Co-leader: Veronique Thybaud

Co-leader: Kerry Dearfield

Quantitative WG (2008-2012)

Co-leader: Bhaskar Gollapudi

Co-leader: Veronique Thybaud

Advisor: Jim MacGregor

New/Emerge Tech WG (2008-2010)

Co-leader: David Jacobson-Kram

Co-leader: Jennifer Sasaki

Health Canada Project

Co-leaders: 

Paul White

George Douglas



Project Steering 

Committee:

Beth Julien 

Bhaskar Gollapudi

Jim MacGregor

Peter Kasper 

Veronique Thybaud





Co-investigators

Andrew Williams

Bette Meek

David Phillips



Pig-a Assay Validation WG

Leader: Maik Schuler

Advisor: Steve Dertinger



Bhaskar Gollapudi

Bob Heflich

David Lovell – stats lead

George Johnson

Jan van Benthem

Jim MacGregor

Vasily Dobrovolsky

Veronique Thybaud



Others

BioReliance

BMS

Covance 

GSK

Pfizer

Teijin

U.S. FDA / NCTR

Genetox of Nanoparticles

(Not confirmed as IVGT WG)

Workshop et EMS in October 2010

Follow-up HESI actions: TBD 

Sunset upon manuscript 

publication in 2010

Sunset upon manuscript publication in 2010 

Database 

Jim MacGregor

Bhaskar Gollapudi

Veronique Thybaud

Beth Julien

QA/QC Reviewers

IVGT Project Committee Members

Industry, Academia, Government

Leadership team

Chair: Veronique Thybaud

Vice Chair: Bhaskar Gollapudi

HESI manager: Jim Kim

IVGT Steering Committee

in April 2012

Bhaskar Gollapudi

David Jacobson-Kram

David Kirkland

Elisabeth Lorge

Jan van Benthem

George Douglas

Jim MacGregor

Maik Schuler

Kerry Dearfield

Marilyn Aardema

Masamitsu Honma

Peter Kasper

Stefan Pfuhler

Veronique Thybaud

Data Collection

Leaders: 

Beth Julien

Andreas Czich







Pig-a Stats WG

Leader: D.Lovell

Advisor/Co-leader: TBD

Participants: BMS, Covance, FDA, GSK, Pfizer

Improving Existing Assays  WG

(2010-2012)

Co-Leader: David Kirkland 

Co-Leader: Elisabeth Lorge



New Approaches WG 

(2010-2012)

Organizing Committee

Workshop in 2012

























Data Analysis

Leaders: 

Lynn Pottenger

Paul White
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Marilyn Aardema		BioReliance

Kerry Dearfield		U.S. Department of Agriculture

George Douglas		Health Canada

Bhaskar Gollapudi		The Dow Chemical Co.

Masamitsu Honma		National Institute of Health Sciences, Japan

David Jacobson-Kram		U.S. FDA

Peter Kasper		Federal Institute for Drugs and Medical Devices (BfArM, Germany)

James Kim			HESI

David Kirkland		Consultant

Elisabeth Lorge		SERVIER

Jim MacGregor		Consultant

Stefan Pfuhler		Procter & Gamble

Maik Schuler		Pfizer

Véronique Thybaud		Sanofi

Jan van Benthem		RIVM
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Wednesday, April 25

1:00PM – 3:00PM	New Approaches Organizing Committee

3:30PM – 5:30PM	Cell Bank Steering Team

  

Thursday, April 26

8:30AM – 10:00AM 	Steering Team

10:30AM – 12:00PM 	IVGT Business Meeting

1:00PM – 4:30PM	Improving Existing Assays

4:30PM – 6:30PM	Pig-a



7:30PM		IVGT Banquet – 8407 Kitchen Bar

		8407 Ramsey Ave.; http://8407kb.com/ 

  

Friday, April 27

 8:30AM – 11:30AM	Quantitative Workgroup

 11:30AM – 12:30PM	New Mission / Projects

12:30PM		Adjourn and Boxed Lunch
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2012 – 2013 Scientific Meetings
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SOT

- Symposium held in 2010

 Genotoxicity:  New Approaches and New Guidelines 	Proposal for 2013 (Aardema)

 New Approaches CCT in 2012?

EMS & EEMS

- Pig-a Workshop – EMS 2012

- Proposals?

GTA 2012

Jim Kim invited to give an update

Other Meetings

- Symposium at JSOT 2011
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Updates from the workgroups




Report of the 

Quantitative workgroup 













Bhaskar Gollapudi

Véronique Thybaud

Silver Spring

 April 26 and 27, 2012
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2012 Organization

Review WG (2008-2010)

Co-leader: Veronique Thybaud

Co-leader: Kerry Dearfield

Quantitative WG 

(2008-2012)

Co-leader: Bhaskar Gollapudi

Co-leader: Veronique Thybaud

Advisor: Jim MacGregor

New/Emerge Tech WG (2008-2010)

Co-leader: David Jacobson-Kram

Co-leader: Jennifer Sasaki

Genetox of Nanoparticles

(Not confirmed as IVGT WG yet)

Workshop at EMS in October 2010

Follow-up HESI actions: TBD 

Sunset upon manuscript publication in 2011 

IVGT Project Committee Members

Industry, Academia, Government

Leadership team

Chair: Veronique Thybaud

Vice Chair: Bhaskar Gollapudi

HESI manager: Jim Kim

Improving Existing Assays  WG

(2010-2012)

Co-Leader: David Kirkland 

Co-Leader: Elisabeth Lorge
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IVGT Steering Committee

in April 2012

Marilyn Aardema

Kerry Dearfield 

George Douglas 

Bhaskar Gollapudi

Masamitsu Honma

David Jacobson-Kram

Peter Kasper

David Kirkland

Elisabeth Lorge

Jim MacGregor

Stefan Pfuhler 

Maik Schuler

Veronique Thybaud

Jan van Benthem



New Approaches WG 

(2010-2012)

Organizing Committee
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IVGT Project Committee – 2012 Organization of Quantitative subgroup
 Co-leaders: Bhaskar Gollapudi and Veronique Thybaud - Advisor: Jim MacGregor
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Health Canada Project (CMP2)



Co-leaders: 

Paul White

Chritine Lemieux



Project Steering 

Committee



Bhaskar Gollapudi

Jim MacGregor

Veronique Thybaud

Jan Van Benthem





Co-investigators

Andrew Williams

David Phillips

Jim Kim

ToxStrategies

 

Pig-a Assay Validation WG



Leader: Maik Schuler

Advisor: Steve Dertinger



Bhaskar Gollapudi

Bob Heflich

David Lovell (Stats lead)

George Johnson

Jan van Benthem

Jim MacGregor

Vasily Dobrovolsky

Veronique Thybaud



Others

BioReliance

BMS

Covance 

GSK

Pfizer

Teijin

U.S. FDA / NCTR

Database  maintenance

Leaders: 

Beth Julien

Jim Kim

Data Analysis

Leaders: 

Lynn Pottenger

Paul White



Kerry  Dearfield Bhaskar Gollapudi

Lya Hernandez

George Johnson

Alan Jeffrey

Beth Julien

Jim Kim

David Lovell

Jim MacGregor

Martha Moore

 Veronique Thybaud

Jan Van Benthem

Errol Zeiger

Should become

 an independent 

workgroup
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Report of Quantitative Workgroup

Health Canada collaboration

Reminder: Health Canada strongly contributed to G4 database

New Health Canada CMP2 Project

April 2011 through March 31, 2014

Contract with ToxStrategies : will support for data analysis (e.g. G4 and additional compounds to be selected)

More on the content to be presented on Friday morning by Paul
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Report of Quantitative Workgroup

Data analysis

EMS and MMS data analysis used as an illustration in the white paper

More detailed analysis on G4 (ENU + MNU) to be published in a second paper

Complementarities with ToxStrategies highlighted

Thanks to the Key contributors: George, Lya, Lynn and Paul

More to be presented by George (on behalf of Lya and Lynn) on Friday
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Report of Qantitative Workgroup

White paper

Coordinated by Bhaskar

More on the content to be presented on Friday morning by Bhaskar

Submitted to Environmental and Molecular Mutagenesis in January 2012

Reviewer comments being answered

Revised manuscript should be soon sent to EMM
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Quantitative Approaches for Assessing Dose-Response in Genetic

Toxicology Studies

B. B. Gollapudi,  G. E. Johnson, L. G. Hernandez, L. H. Pottenger, K. L. Dearfield, A. M. Jeffrey, E. Julien, J. H. Kim,  D. P. Lovell,  J. T. MacGregor, M. M. Moore, ,  J. van Benthem, P. A. White, E. Zeiger, and V. Thybaud

Upcoming Special issue of ‘Genes and Environment’ (G. Johnson)
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Report of Quantitative Workgroup

Pig-a validation group

Contribution to pig-a validation (study design, selection of compounds, experiments, etc.)

Pig-a data used and to be used for data analysis

Contribution to the special issue in EMM

Official IVGT support:







+ Individual papers.

More to be presented by Maik and Steve on Thursday afternoon
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Need and potential value of the Pig-a in vivo mutation assay- a HESI 

perspective. 

Schuler M, Gollapudi BB, Thybaud V, Kim JH; Environ Mol Mutagen. 2011; 52:685-9.







ILSI Health and Environmental Sciences Institute

Report of Quantitative Workgroup

Presentations at International meetings

in details or at least highlighted

2010

UKEMS in Buxton – July 2010 (G. Johnson)

2011

EEMS in Barcelona - July 2011 (V. Thybaud, G. Johnson)

JSOT in Yokohama – July 2011 (V. Thybaud) 

UKEMS in Nottingham - June 2011 (G. Johnson)

Eurotox in Paris – August 2011 (V. Thybaud) 

JEMS in Tokyo - November 2011 (G. Johnson) 

2012

GUM & GUM Threshold Workgroup in Mainz -  Feb 2012 (G. Johnson)

CERLIB in Les Houches in France – March 2012 (G. Johnson)

UKEMS in Swansea – July 2012 (G. Johnson)

2013

Proposal submitted for IUTOX 2013, Korea

15











ILSI Health and Environmental Sciences Institute

Report of Quantitative Workgroup

Main objectives of the April meeting

Review of available data and analyses

Current status of collaboration with Health Canada

Brainstorming on next steps and expected milestones 

Should the quantitative workgroup continue as a workgroup for the technical committee?

Validation of the threshold concept

 Additional compounds/end-points/analysis

Use of data on mechanism of action

Criteria for comparison with human exposure

Presentations in meeting and publications

16











ILSI Health and Environmental Sciences Institute

IVGT Workgroup 
From qualitative to quantitative evaluation











In Vitro

In Vitro



In Vivo

In Vivo











HUMAN RELEVANCE & RISK





Understand Test System Specific Responses

 Strain/Species Differences

Understand Key Events Including Internal Dose

Examine Dose-Response & NOGELs

Evaluate Plausibility of key events across test system & in humans

Determine/Estimate  Human Exposure

1) Data 

collection

2) Data 

analysis

3) Use of

 dose  response

 curve analysis

 in risk assessment

 for human

IVGT 

Objectives

1-3
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Elisabeth Lorge

Silver Spring

April 26 and 27, 2012
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IVGT Project Committee
2012 Organization

Review WG (2008-2010)

Co-leader: Veronique Thybaud

Co-leader: Kerry Dearfield

Quantitative WG 

(2008-2012)

Co-leader: Bhaskar Gollapudi

Co-leader: Veronique Thybaud

Advisor: Jim MacGregor

New/Emerge Tech WG (2008-2010)

Co-leader: David Jacobson-Kram

Co-leader: Jennifer Sasaki

Genetox of Nanoparticles

(Not confirmed as IVGT WG yet)

Workshop at EMS in October 2010

Follow-up HESI actions: TBD 

Sunset upon manuscript publication in 2011 

IVGT Project Committee Members

Industry, Academia, Government

Leadership team

Chair: Veronique Thybaud

Vice Chair: Bhaskar Gollapudi

HESI manager: Jim Kim

Improving Existing Assays  WG

(2010-2012)

Co-Leader: David Kirkland 

Co-Leader: Elisabeth Lorge
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IVGT Steering Committee

in April 2012

Marilyn Aardema

Kerry Dearfield 

George Douglas 

Bhaskar Gollapudi

Masamitsu Honma

David Jacobson-Kram

Peter Kasper

David Kirkland

Elisabeth Lorge

Jim MacGregor

Stefan Pfuhler 

Maik Schuler

Veronique Thybaud

Jan van Benthem



New Approaches WG 

(2010-2012)

Organizing Committee
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Report of Improving Existing Assay WG

Three main topics

Cell line comparison

Cell repository and good cell culture practices

Metabolism
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Report of Improving Existing Assay WG

Cell line comparison

Study contracted in Covance UK 

Covance: James Whitwell, Julie Clements

Other IVGT people: David Kirkland, Elisabeth Lorge, Bhaskar Gollapudi, Véronique Thybaud, Jim Kim

P53 status – rodent vs. human origin

In vitro micronucleus 

L5178Y – TK6 – WIL2-NS

10 compounds
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Report of Improving Existing Assay WG

Cell line comparison

Objectives at this meeting

Presentation of results

Discussion of the results of the cell lines comparison

More work needed?

Publication to initiate
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ILSI Health and Environmental Sciences Institute

Cell repository and good cell culture practices

Team and donators: 

E. Lorge, D.Kirkland, S.Galloway, M. Moore, M. O’Donovan, M. Homna, F. Darroudi, M. Aardema, L. Stankowski, A. Czich, B. Gollapudi, V. Thybaud, J.Van benthem, J.Kim

Cell repositiry

Identification of depositors for L5178Y, TK6, CHO-WBL, CHL, HepG2

Identification of repositories: ECACC and JBRC (contract)

Publication initiated 

Cell characteristics and experimental procedures 
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Report of Improving Existing Assay WG
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Cell repository and good cell culture practices

Objectives of the April meeting

Define the characterization needed and the content of the technical data sheet

Way to finalise ECACC and JBRC contracts

Discuss the possible depositors for CHO-K1 and V79 cell lines

And after the April meeting

Update the publication on good cell practices with the decisions – Tentative deadline for a final draft : December 2012
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Report of Improving Existing Assay WG
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Metabolism

Team: 

P. White, J. Cox, M. Fellows, T. Hashizume, A. Czich, J. Kim

Ames results with Human liver S9 vs. Aroclor or PB/bNF induced rat liver S9

Enzyme activities and ability to activate various positive controls with Human liver S9 vs. Aroclor or PB/bNF induced rat liver S9

New human S9 activated Ames data for PhIP and Trp-P-2  and comparison of several human liver S9 lots (Astra Zeneca)
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Report of Improving Existing Assay WG
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IVGT Annual meeting

Updates from the workgroups




Report of the 

New Approaches workgroup 













Véronique Thybaud

Silver Spring

 April 24 and 25, 2012
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IVGT Project Committee
2012 Organization

Review WG (2008-2010)

Co-leader: Veronique Thybaud

Co-leader: Kerry Dearfield

Quantitative WG 

(2008-2012)

Co-leader: Bhaskar Gollapudi

Co-leader: Veronique Thybaud

Advisor: Jim MacGregor

New/Emerge Tech WG (2008-2010)

Co-leader: David Jacobson-Kram

Co-leader: Jennifer Sasaki

Genetox of Nanoparticles

(Not confirmed as IVGT WG yet)

Workshop at EMS in October 2010

Follow-up HESI actions: TBD 

Sunset upon manuscript publication in 2011 

IVGT Project Committee Members

Industry, Academia, Government

Leadership team

Chair: Veronique Thybaud

Vice Chair: Bhaskar Gollapudi

HESI manager: Jim Kim

Improving Existing Assays  WG

(2010-2012)

Co-Leader: David Kirkland 

Co-Leader: Elisabeth Lorge
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IVGT Steering Committee

in April 2012

Marilyn Aardema

Kerry Dearfield 

George Douglas 

Bhaskar Gollapudi

Masamitsu Honma

David Jacobson-Kram

Peter Kasper

David Kirkland

Elisabeth Lorge

Jim MacGregor

Stefan Pfuhler 

Maik Schuler

Veronique Thybaud

Jan van Benthem



New Approaches WG 

(2010-2012)

Organizing Committee
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2012 IVGT organization





Review WG (2008-2010)

Co-leader: Veronique Thybaud

Co-leader: Kerry Dearfield

Quantitative WG 

(2008-2012)

Co-leader: Bhaskar Gollapudi

Co-leader: Veronique Thybaud

Advisor: Jim MacGregor

New/Emerge Tech WG (2008-2010)

Co-leader: David Jacobson-Kram

Co-leader: Jennifer Sasaki

Genetox of Nanoparticles

(Not confirmed as IVGT WG yet)

Co-organization of

Workshop at EMS in October 2010

Publication under preparation 

Sunset upon manuscript publication in 2011 

IVGT Project Committee Members

Industry, Academia, Government

Leadership team

Chair: Veronique Thybaud

Vice Chair: Bhaskar Gollapudi

HESI manager: Jim Kim



IVGT Steering Committee

in April 2012

Marilyn Aardema

Kerry Dearfield 

George Douglas 

Bhaskar Gollapudi

Masamitsu Honma

David Jacobson-Kram

Peter Kasper

David Kirkland

Elisabeth Lorge

Jim MacGregor

Stefan Pfuhler 

Maik Schuler

Veronique Thybaud

Jan van Benthem





Improving Existing Assays  WG

(2010-2012)



Co-Leader: David Kirkland 

Co-Leader: Elisabeth Lorge

New Approaches Workgroup (2010-2012)

Organizing committee

Workshop in April 2012
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Workshop Organizing Committee

Marilyn Aardema		BioReliance (USA)

Jan van Benthem		RIVM (Netherlands) 

Laura Custer			Bristol-Myers Squibb (USA)

Bhaskar Gollapudi		The Dow Chemical Co. (USA)

Masa Honma			National Institute of Health Sciences (Japan)

James Kim			ILSI Health and Environmental Sciences Institute (USA)

Manju Manjanatha	U.S. FDA / NCTR (USA)

Stefan Pfuhler			Procter & Gamble (USA)

Leon Stankowski		BioReliance (USA)

Véronique Thybaud	Sanofi (France)

Paul White			Health Canada (Canada)

Kristine Witt			NIEHS/DNTP (USA)

Errol Zeiger			Consultant (USA)
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IVGT Workshop

Genetic Toxicology: Opportunities to Integrate New Approaches 

April 24 and 25, 2012







ILSI Health and Environmental Sciences Institute

Objectives of the Workshop

Technologies and tools are being developed in fields outside of genetic toxicology

Experimental models that would help increasing relevance to human

Technologies that would allow the measurement of multiple parameters for better understanding on mode of action are now available

Our understanding of molecular biology has increased exponentially in recent years

particularly in areas such as epigenetics, miRNA, and genetic structure.
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IVGT Workshop

Genetic Toxicology: Opportunities to Integrate New Approaches 

April 24 and 25, 2012
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Organization of the workshop

First option 

Proposal submitted for a CCT Workshop entitled “New Approaches in Genetic Toxicology” 

In Research Triangle Park, NC.

Thought to be too complicated based on SOT feed-backs



Second option

Stand alone workshop organized by IVGT and HESI

No registration fees

In Washington area

100 registrants

75 Attendees: 45 IVGT - 30 Non-IVGT
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IVGT Workshop

Genetic Toxicology: Opportunities to Integrate New Approaches 

April 24 and 25, 2012







ILSI Health and Environmental Sciences Institute

Organization of the workshop

Three sessions

Session 1: Alternative experimental models to improve genetic toxicity testing

Chairs: Marilyn Aardema, Stefan Pfuhler 

Session 2: Biomarkers of epigenetic changes and their applicability to genetic toxicology

Chairs: Bhaskar Gollapudi, Véronique Thybaud

Session 3: New technologies and approaches

Chairs: Manju Manjanatha, Kristine Witt

For each session

Introduction

3-4 Lectures (including SWOT analysis)

Discussion based on a list of question
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IVGT Workshop

Genetic Toxicology: Opportunities to Integrate New Approaches 

April 24 and 25, 2012
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Next steps

Post-workshop meeting with organizing committee on Wednesday afternoon

Preparation of a publication coordinated by Errol Zeiger

Identification of potential topics/missions for the Technical committee

Brainstorming of Organizing Committee

Workshop for in vitro to in vivo extrapolation and across species

Stem cells in cell repository

Develop framework for adoption of new test methods / technologies – different from other agencies; provide recommendations; ECVAM list of test chemicals

Interface with Risk21 (?) – ask Rita Schoeny

Collect problems with guidelines, and make statement to OECD (Q&A procedure)

Database projects

Nominations for Tox21 assays



IVGT Committee feed-backs?
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IVGT Workshop

Genetic Toxicology: Opportunities to Integrate New Approaches 

April 24 and 25, 2012
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Transition to Technical Committee
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IVGT History 

- Emerging Issues Subcommittee formed in 2006

- Transition to Project Committee in 2008

- Successful Program Strategy and Stewardship Committee (PSSC) review in 2010

- Next PSSC review in autumn 2012



Advantages to becoming a Technical Committee

- Longer range projects

- Broader mission/objectives – more diverse projects

- PSSC Review every 3 years instead of 2 years



Requirements

- Long-term commitment from committee members (can we self-sustain?)

- Would a Technical Committee fill a gap with ongoing initiatives such as IWGT?

- Leadership
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2010 2011 2012 Budget


Revenue


40110COMMITTEE ASSESSMENT 160,000.00 165,000.00 170,000.00


40630GRANTS 0.00 9,960.00 0.00


40720INTEREST INCOME 2,038.00 1,343.00 0.00


40740LOWER OF COST OR MARKET ADJUST -710.00 -641.00 0.00


Total Revenues 161,328.00 175,662.00 170,000.00


Expenses 0.00 0.00 0.00


50123CONFERENCE CALLS TELECOM 2,829.00 1,827.00 2,500.00


52000ILSI ADMINISTRATIVE OVERHEAD 18,437.00 17,482.00 0.00


52160PROFESSIONAL/STAFF DEVELOPMENT 697.00 566.00 600.00


56010ADMIN FEE - I/C 48,750.00 64,350.00 84,240.00


60010CONSULTANT EXPENSE 5,096.00 1,483.00 0.00


60020CONSULTANT FEE 62,616.00 7,874.00 9,000.00


62010AUDIOVISUAL & MTG EQUIP RENTAL 0.00 3,630.00 5,000.00


62030COMMITTEE MEALS 7,012.00 0.00 15,000.00


62040GROUP FUNCTIONS/BANQUET 4,550.00 13,314.00 10,000.00


62060MEETING REGISTRATION 960.00 48.00 1,000.00


62070MEETING ROOM RENTAL 0.00 0.00 5,000.00


62100TRAVEL-INVITEE 28,662.00 12,125.00 30,000.00


62110TRAVEL-SCIENTIFIC ADVISOR'S 401.00 2,203.00 0.00


62120TRAVEL-STAFF 3,045.00 0.00 4,000.00


63040CONTRIBUTIONS EXP-INTRACOMPANY 0.00 3,463.00 0.00


63062GRANTS/CONTR.- US ORGANIZATION 11,950.00 2,500.00 2,500.00


63066GRANTS/CONTR.- FOREIGN ORG/IND 0.00 968.00 1,000.00


69000RESEARCH SUPPORT 0.00 144,000.00 16,000.00


Total Expenses 195,328.00 278,299.00 187,429.00


Excess of Revenues over Expenses -34,000.00 -102,637.00 -17,429.00


37000NET ASSETS-FUND BAL-PRIOR YRS 162,554.00 128,522.00 25,884.00


NET ASSET BALANCE - CURRENT YR 128,554.00 25,884.00 7,026.00
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