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MAY 2 0 2011 

THE ADM INISTRATOA 

Elaine Faustman, Ph.D. 

Chairwoman, Science Advisory Board Arsenic Cancer Workgroup 

Deborah L Swackhamer, Ph.D. 

Chairwoman, Science Adv isory Board 

U.S. Environmental Protection Agency 
1200 PerUlsylvan ia Avenue, NW 
Wasrungton, D.C. 20460 

Dear Drs. Faustman and Swackhamer: 

Thank you very much for your March I , 20 II , (ehee prov iding Ole Science Advisory Board Arsenic 
Cancer Workgroup's comments foll owing the April 6 and 7 , 2010, June 16, 201 0, and November 22, 
2010, meetings to re view the U.S. Environmental Protec tion Agency's February 20 10 draft of the 
"Toxicological Review of Inorganic Arsenic: In Support of the Summary Information on the Integrated 
Rj sk fnfom131ion System." The EPA great ly appreciates the v..'orkgroup's thorough review and 
constructive comments. 

We are re vi sing the draft toxicological re view and anticipate posting a final version to the Integrated 
Ri sk Information System database du ring late summer 201 1. Our revisions will give fujI consideration 
10 the workgroup' s comments and recommendations and 10 publi c comments as well. Some of the more 
notable changes planned for the draft to xico logica l review include: 

• 	 Expanded discussion and clarification of the criteria for evaluating the scientific quality of 
epidemiologica l studies as well as expanded discussio n ofsludy power and potential bias; 

• 	 Review and incorporation of major epidemiology studies published since 2007 that could 
substantiall y impact the cancer unit risk estimate will be included in an append ix; 

• 	 Expanded discussion of how the modeling results compare with U.S.-relevant exposure 
level s; 

• 	 Inclusion of the data and parameter tab les used in the modeling analysis as well as an 
expanded discussion to clarify the selection o f defau lt assumpt ions for water concentration 
and arsenic intake from drinking water and non-water sources; 

• 	 Expanded discussion of the senSitivity anal yses performed in response to the 2007 Science 
Advisory Board report, including clari fying {ex t and graphical analysis; 

• 	 Addition of sensitivity analyses considering additional permutations o f water consumption, 
laye red assumptions and sensi ti vity of female bladder cancer; 

• 	 Expanded discussion of exposure assumptions, including clarifying text on the basis of 
exposure assumptions and delineation o f organic versus inorganic exposure, with addit ional 
quantificati on of non- water arsenic intake from sources other than dietary exposure 
incorporated; and 
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• 	 Expanded discussion of the Taiwan datasets used in developing the ri sk model, including 
more detailed descriptions of the exposure and mortality data as well as vari ability in arsenic 
water concentration measurements and age panems of cancer mortality. 

In add ition, the entire exposure dataset will be included as an appendix. Where possible, epidemiology 
study sununaries will include a quantitati ve or qualitative presentation of the relative risk point estimates 
and the associated confidence intervals 

In closing, I want to reiterate my thanks to you and the workgroup members for reviewing the draft 
toxico logical review. Your advice and detailed comments have been very valuable in guid ing the EPA' s 
revisions. Your efforts will help to ensure that the best science is used in thi s Integrated Risk 
Infonnation System assessment. 

Sincerely, 

~~~~ 
Lisa P. Ja on 

cc: 	Paul Anastas 
Becki C lark 
John Vandenberg 
Betsy BeW 
Reeder Sams 
Eiizabelh Doyle 
Jolm Cowden 
Santhini Ramasamy 
Ii. Cote 


