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From: Beck, Nancy

To: Rostker, David;

Subject: FW: EDSP Assay Costs

Date: Friday, June 05, 2009 9:46:33 AM
Attachments: EDSP Assay Costs June 2009.xls

From: Susan Ferenc [mailto:sferenc@cpda.com]
Sent: Friday, June 05, 2009 9:45 AM

To: Beck, Nancy

Subject: EDSP Assay Costs

Dear Nancy,

In follow up to our meeting with you last week, please find attached a spreadsheet
with estimated costs for the 11 assays slated for the Tier 1 screening battery. The
estimates are from three laboratories experienced in conducting tests with
substantially similar protocols to those we expect from the EPA (when they finalize
them). The uncertainties associated with the costs of some of the assays are
identified in the spreadsheet, hence the range reporting for various assay costs.
The lab’s decided to remain anonymous at this point, but would certainly directly
engage with OMB and EPA, should that be requested.

If you have any questions, please don’t hesitate to contact me at any time. Let me
know if | may be of further assistance.

Regards,
Sue

Susan Ferenc, DVM, Ph.D.

President

Chemical Producers & Distributors Association
1730 Rhode Island Ave., NW, Suite 812
Washington, DC 20036

P: 202.386.7407

F: 202.386.7409

E: sferenc@cpda.com

www.cpda.com
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			ASSAYS						COST ESTIMATES


									low			typical			high


			In Vitro Assays:


			Androgen Receptor Binding (Rat Prostate)						$10,000						$20,000


			Aromatase (Human Recombinant)						$10,000						$20,000


			Estrogen Receptor Binding (Rat Uterine)						$10,000						$20,000


			Steroidogenisis (Human Cell Line)						$10,000						$20,000


			(Until EPA has determined final endpoints, these are the best estimates for the in vitro assays)


			In Vivo Assays:


			Fish Sort Term Reproduction						$99,000			$110,000			$150,000


			Cost uncertainty based on:


			Year of study conduct


			Number of blood plasma endpoints


			Analysis methods for blood plasma endpoints


			Development of a solvent free delivery system for each test substance


			Unique statistical analysis/software


			Pre-spawning performance


			Need for range-finding exposures


			Need for a positive and/or negative control


			Hershberger (Rat)						$60,000			$71,000			$84,000


			Cost uncertainty based on:


			Year of study conduct


			Stability of test substance


			Female Pubertal (Rat)						$115,000			$145,000			$190,000


			Cost uncertainty based on:


			Year of study conduct


			Need Finalized endpoints and protocols


			Stability of test substance


			Male Pubertal (Rat)						$120,000			$155,000			$200,000


			Cost uncertainty based on:


			Year of study conduct


			Need Finalized endpoints and protocols


			Stability of test substance


			Amphibian Metamorphosis (Frog)						$90,000			$98,000			$120,000


			Cost uncertainty based on:


			Year of study conduct


			Development of a solvent free delivery system for each test substance


			Need for range-finding exposures


			Need for a positive and/or negative control


			Unique statistical analysis/software


			Pre-spawning performance


			Need for range-finding exposures


			Uterotrophic (Rat)						$55,000			$65,000			$76,000


			Cost uncertainty based on:


			Year of study conduct


			Stability of test substance


			ER Transcriptional Activation						$10,000						$15,000


			Analytical Chemistry methods for dose confirmation (cost per assay)						$10,000			$12,000			$20,000


			Cost uncertainty based on:


			Year of study conduct


			Need for method development


			Instrumental requirements


			Sample preparation requirements


			Stability data availability


			Solubility data availability


			Method applicability across matrices


			TOTALS						$699,000						$1,135,000
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