

Beyond Science and Decisions:                                                            From Issue Identification to Dose-Response Assessment

Workshop II Agenda

Date:  October 11 and 12, 2010
&

Wednesday, October 13 

Joint Meeting with the 
U.S. Federal-State Toxicology and Risk Analysis Committee (FSTRAC)
Location: Double Tree Hilton, Crystal City, VA 
Purpose: To advance the recommendations in the NAS (2009) report concerning issue identification (problem formulation) and dose-response analysis, through 
review of illustrative case studies for further development of a methods text
Day 1: Monday, October 11th 
Welcome (8:15 to 8:30) 

· Roberta Grant, Lynn Pottenger and Lynne Haber, Members of the Dose Response Assessment Advisory Committee.
Introduction and Opening Remark (8:30 to 8:45)

· Members of the Science Panel

Keynote Talk (8:45 to 9:30)

· Edward Ohanian, U.S. Environmental Protection Agency (EPA).  NAS findings and Current EPA Risk Assessment Forum Efforts.
Morning Break (9:30 to 10:00)

Review of Case Studies
 (10:00 to noon)

· Methods for calculating risk for noncancer effects (part 1)
#4 – Evaluating biological plausibility of linear low-dose extrapolation for risk of morbidity and mortality from hepatic disease (ethanol) (R. Becker)
#9 - Biologically-Informed Empirical Dose Response Modeling:  Using Linked Cause-Effect Functions (TiO2) (Haber)
#21 – Use of biomarkers with the BMD method (Methyl mercury) (Gentry)
Lunch (noon to 1:00)

· Adam Finkel, University of Pennsylvania & NAS Panelist, Human variability and extrapolation to low doses.
Review of Case Studies Continued (1:00 to 3:00)
· Methods for calculating risk for noncancer effects (part 2)
#11 – Estimate risk above the RfD using uncertainty factor distributions (multiple) (Spalt)
#17 – Implication of linear extrapolation to origin (multiple) (Kroner, Haber)

#18 – Use of categorical regression to calculate risk above the RfD (copper, chemical T) (Danziesen, Haber)
Afternoon Break (3:00 to 3:30)

Observer Comments (3:30 to 4:00)

Review of Case Studies Continued (4:00 to 5:30)
· Methods emphasizing evaluation of mode of action
#23a – Use of human data in cancer risk assessment (1,3-butadiene)  (Albertini, Sielken)

#23b -  Quantitative human health assessment based on ovarian effects in rodents (1,3-butadiene)  (Kirman, Grant)
Opening mixer (dinner portion hors d’oeuvres, 6:30 to 9:00)

Day 2: Tuesday, October 12th 

Review of Case Studies (8:00 to 10:00)

· Methods for acute exposure evaluation
#13 – AEGL methodology (ethylbenzene)  (Camacho)
#D – alternative temporal exposure patterns (benzene)   (Haber, Haney)
· Methods for prioritization and screening
#6 – Sustainable Futures screening (isodectyl acrylate)  (E. Becker)
#25 – Tiered screening approach for acute inhalation exposures (pentene)  (Grant)
Morning Break (10:00 to 10:30)

Review of Case Studies (10:30 to noon)
· Methods for integrating complex data sets
#19 – Data fusion methods (petroleum hydrocarbons)  (Mohapatra)
· Methods for safe dose
#24 – Consideration of human kinetic variability (trichloroethylene)  (Lipscomb)
Lunch (noon to 1:00)

· TBA, Ongoing activity on NAS (2009) Findings.
Review of Case Studies Continued (1:00 to 3:00)
· Methods for evaluation of risk for cancer effects
#5 – BBDR for respiratory tract carcinogenicity (formaldehyde)  (Haney)
#16 – Multiple modes of action and risk assessment modeling (acrylamide) (Hertzberg)
#26 mod- Low-dose dose-response curve shape for genotoxic chemicals (multiple)  (Pottenger)
#8 –Application of silver book methodology (dioxin) (Simon)
Afternoon Break (3:00 to 3:30)

Observer Comments (3:30 to 4:00)
Science Panel Assignments for Workshop III (4:00 to 5:30)

· Consideration of areas where methods/cases are missing

· Guidance document structure and writing assignments

Dinner on your own
Day 3:  Wednesday, October 13th 

Joint Meeting with U.S. Federal-State Toxicology and Risk Analysis Committee (FSTRAC)

Summary of ARA workshops by rapporteurs (8:30 to 10:00) 

Morning Break (10:00 to 10:30)

 Open Discussion (10:30 to noon)
· Participants from both meetings will brainstorm issues associated with preliminary outline for methods document that ties together problem formulation, dose response assessment technique and risk management outcome.  

Lunch (noon to 1:00)

· Doug Wolf U.S. Environmental Protection Agency (EPA).  Update on the Nuclear Receptors Workshop 
· Craig Rowlands, Dow Chemical Company.  ILSI Risk 21 

� The Science Panel will review case studies developed from the first workshop, suggesting revisions, new directions or curtailment as appropriate to the development of a methods text.


� The objective of this project is to harness the significant scientific advances made in toxicology, molecular biology and exposure sciences to design an improved risk assessment paradigm for the 21st century.  Activities will focus on molecular screening and tiered testing for hazard characterization, advanced approaches for dose-response assessment, including mode of action profiling, cutting-edge exposure assessment methods, and scientifically robust methods for determining risks from cumulative exposures.  See also.  �HYPERLINK "http://www.hesiglobal.org/i4a/pages/index.cfm?pageid=3492"��http://www.hesiglobal.org/i4a/pages/index.cfm?pageid=3492�          
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