
 
 

 
 
 

The December 4, 2008 meeting will be held at: 
 
 

Four Points by Sheraton 

Sacramento Airport 

California Department of Public 
Health (Formerly DHS) 

4900 Duckhorn Drive 

Conference Center East End 
Complex 

Sacramento, CA 95834 
1500 Capitol Avenue 

 
Sacramento, CA 95814 

 
Free Parking 

 
Parking at 1303 J Street or 15th and L 

 
9:00 a.m. – 12:00 p.m. 

  
General Session and Water Committee 

Kings Room 
General Session and Water Committee 

 
Training Room A-B 

 
Land Committee 

Sacramento Room 
Land Committee 

 
Training Room C 

12:00 p.m. – 1:00 p.m. 
 

Tri-TAC Holiday Lunch and White Elephant Gift Exchange 
(No cost to attendees, but RSVP to Debbie Welch at 



smithdl
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TRI-TAC MEETING  
 

California Department of Public Health (formerly DHS) 
Conference Center East End Complex 

1500 Capitol Avenue 
Sacramento, CA 95814 

 
General Meeting & Water Committee 

Training Room A-B 
 

Land Committee 
Training Room C 

 
THURSDAY, DECEMBER 4, 2008 

9:00 A.M. – 12:00 P.M. 
 
9:00 A.M. – GENERAL MEETING 
 

ATTACHMENTS 

1. INTRODUCTIONS  
2. APPROVAL OF THE NOVEMBER 6, 2008  P. 4 
 TRI-TAC MEETING SUMMARY 
3. COMMITTEE ISSUE SUMMARIES  (SEE THE TRITAC.ORG WEBSITE)    
4. FUTURE MEETING SCHEDULE      PP. 5-6 
5. TRI-TAC ROSTER: HTTP://WWW.TRITAC.ORG/DOCUMENTS/ROSTER_AS_OF_11-06-2008.PDF 
6. COMMITTEE ASSIGNMENTS P. 7 
7. OTHER BUSINESS/NEW ISSUES  

 
9:30 –11:45 a.m. – COMMITTEE MEETINGS 

A. LAND AGENDA - TRAINING ROOM C  AVAILABLE AT MEETING 
B. WATER AGENDA - TRAINING ROOM  A-B    P. 8 

 
11:45 A.M. – 12:00 P.M. – COMMITTEE REPORTS (TRAINING ROOM A-B) 
             A. LAND 

B. WATER 
 
12:00 P.M. – 1:00 P.M. – HOLIDAY LUNCHEON AND GIFT EXCHANGE (TRAINING 

ROOM A-B) 
 

http://www.tritac.org/�
http://www.tritac.org/documents/Roster_as_of_11-06-2008.pdf�


 

 

MEETING SUMMARY 
THURSDAY, NOVEMBER 6, 2008 

OAKLAND, CALIFORNIA 
 

 
GENERAL MEETING 

THE FOLLOWING MEMBERS AND INTERESTED PARTIES WERE PRESENT: 

Matt Bao, Los Angeles County SD 
Stephanie Cheng, EBMUD 
James Clark, Black & Veatch 
Jim Colston, Orange County SD 
Jim Ervin, City of San Jose 
Diane Gilbert, City of Los Angeles 
Bob Gillette, Carollo Engineers 
Sharon Green, Los Angeles County SD 
Kim Hackett, EBMUD 
Tom Hall, EOA, Inc. 
Jon Hay, Black & Veatch 
Valerie Housel, City of San Bernardino 
Greg Kester, CASA 

Roberta Larson, CASA 
Steve McDonald, Carollo Engineers 
Dan McGovern, Patricia McGovern Eng. 
Monica Oakley, Oakley Water Strategies 
John Pastore, SCAP 
Hassan Rad, City of Los Angeles 
Mallika Ramanathan, RMC Water & Env. 
Jim Sandoval, CH2MHill 
Natalie Sierra, City of San Francisco PUC 
Kristen Wardlaw, Yucaipa Valley WD 
Debbie Webster, CVCWA 
Charles Weir, EBDA

 

Self introductions were made by all participants. 
 

Introductions, Announcements, and Discussion Items 

The Meeting Summary from the October 08, 2008 meeting was approved with minor changes. 
 

Approval of Last Meeting’s Action Items 

The Committees will update the summaries on a quarterly basis. Updated summaries from the 
Air, Land and Water Committees will be posted on the web site at 

Committee Issue Summaries 

www.tritac.org. 
 

These items were reviewed and updated, as appropriate. 
 

Future Meeting Schedule, Roster, and Committee Assignments 

Other Business
None 

  



TRI-TAC MEETING LOCATION & SCHEDULE 2009 
 

TRI-TAC MEETING 
DATE1 LOCATION/HOTEL COMMENTS 

January 21, 2009 
Note on Wednesday to 
allow travel to CASA 
after meeting 

Ontario Airport Marriott 
2200 E Holt Boulevard 
Ontario, California 91761 USA 
909-975-5000 

 
New* 
CASA, Jan. 21-24 

FEBRUARY 12, 2009 Boy Scout Council 
1001 Davis Street 
San Leandro, CA 94577 
510-577-9000 

 

MARCH 12, 2009 TBD Sacramento CASA D.C. Conference 
APRIL 9, 2009 Boy Scout Council 

1001 Davis Street 
San Leandro, CA 94577 
510-577-9000 

CWEA Annual Conference 
 

MAY 14, 2009 
confirmed 

Orange County Sanitation District 
108 44 Ellis Avenue 
Fountain Valley, CA 92708 
(Shuttle bus offered from John Wayne 
Airport at about 8:40am) 

CASA Conference 

JUNE 11, 2009 
confirmed 

Ca. Department of Public Health 
East End Complex Conference Space 
1500 Capitol Avenue 
Sacramento, CA  95814 

 

JULY 9, 2009 Boy Scout Council 
1001 Davis Street 
San Leandro, CA 94577 
510-577-9000 

 

AUGUST 14, 2009 DARK CASA Conference 
SEPTEMBER 10, 
2009 

Boy Scout Council 
1001 Davis Street 
San Leandro, CA 94577 
510-577-9000 

 

OCTOBER 8, 2009 
confirmed 

Orange County Sanitation District 
108 44 Ellis Avenue 
Fountain Valley, CA 92708 
(Shuttle bus offered from John Wayne 
Airport at about 8:40am) 

WEFTEC.09 
 

NOVEMBER 5, 2009 
confirmed 

CA Department of Public Health 
East End Complex Conference Space 
1500 Capitol Avenue 
Sacramento, CA  95814 

Tri-TAC Retreat Pardee  
Valley Springs, CA 

DECEMBER 3, 2009 Boy Scout Council 
1001 Davis Street 
San Leandro, CA 94577 
510-577-9000 

Holiday Luncheon 



TRI-TAC MEETING 
DATE1 LOCATION/HOTEL COMMENTS 

1    If you would like to add an agenda item or schedule a presentation for an upcoming meeting, please 
contact one of the committee co-chairs at least 14 days before the designated meeting date 

2    If you would like an “after Tri-TAC” meeting noted in the agenda package, please contact Jim Colston 
at least ten days before the designated meeting date. 

 Air Committee will meet. 
 

Notes for 2008 revise as needed. 
1. Confirmations are underway. 



 
TRI-TAC SPONSOR REPRESENTATION 2008 

League of 
California Cities 

CASA CWEA 

Rodney Anderson 
Phil Bobel 
Chandra Johannesson 
Valerie Housel 
Dave Tucker 
 

Layne Baroldi 
Sharon Green 
Ben Horenstein, Tri-TAC Vice-Chair 
Terrie Mitchell 
Dave Williams 
 

Nichole Baker 
Gail Chesler 
Jim Clark 
Jim Colston, Tri-TAC Chair 
Bob Gillette 
Tom Grovhoug 
Jon Hay 
Jackie Kepke 
Monica Oakley 
Chuck Weir 

Tri-TAC Liaison Representation  
BACWA  
CASA  
SCAP  
CVCWA 

Michele Plá 
Roberta Larson, Greg Kester 
John Pastore 
Debbie Webster 

COMMITTEES  
AIR  LAND  WATER  

Co-Chairs: Jim Sandoval & Jay 
Witherspoon  

Co-Chairs: Natalie Sierra & Matt Bao Co-Chairs: Valerie Housel & Arleen Navarret 
Finance Subcommittee Chair: Dave Bruns  

Gregory Adams  
Stephanie Cheng 
James H. Clark  
Joyce Clark 
Jackie Kepke 
Vlad Kogan 
Dan McGivney 
Dipak Patel 
Paul Pau  
John Schroeter  
Jennifer Smith  
Wynn W. Yin  
 

Layne Baroldi 
Stephanie Cheng 
Vince DeLange 
Diane Jones 
Robert Gillette 
Jon Hay 
Ray Kearney 
Greg Kester 
Derrick Lee 
Lorrie Loder 
Ed McCormick  
Mike Moore 
Liz Ostoich 
Ruben Robles  
Mike Sullivan  

Rodney Andersen 
Nichole Baker 
Rebecca Bjork  
Phil Bobel 
Stephanie Cheng 
Gail Chesler 
Joyce Clark 
Jim Colston 
Sharon Green 
Tom Grovhoug 
Tom Hall 
F. Patrick Hassey 
Ben Horenstein 
Chandra Johannesson 
Roberta Larson 
 

Patricia McGovern 
Terrie Mitchell  
Monica Oakley  
Jennifer Smith  
Bonnie Teaford   
Melissa Thorme  
Jerry Troyan  
David Tucker  
Roger W. Turner  
Ray Von Dohren  
Debbie Webster 
Chuck Weir 
Clayton Yoshida 

Cal-FOG Work Group   

Chair: Trish Maguire   

Steering Committee: 
Nick Arhontes 
Jennifer Auton 
Jack Dickinson 
Javad Ghaffari 
Terrie Mitchell 
Linda Shadler 
John Shaffer 

  

 



Tri-TAC WATER COMMITTEE AGENDA 
December 4, 2008 

 

Item 
Number 

Topic Lead Person Estimated 
Time 

Attachments / 
Links 

Discussion Items: 

1.  Proposed Policy on SEPs and the Cleanup and 
Abatement Account 

Sharon Green 
Debbie Webster 

Bobbi Larson 
15 Min. 

http://www.waterboards.ca.go
v/public_notices/comments/in

dex.shtml 

2.  Antidegradation Policy Review 
Jim Colston 

Sharon Green 
Sharon Green 

15 Min. 
http://www.waterboards.ca.go
v/public_notices/comments/in

dex.shtml 

3.  Proposed Recycled Water Policy Bobbi Larson 15 Min. Attachment 1 

4.  Proposal to Add Hazardous Pharmaceutical 
Waste to Universal Waste Rule 

Bobbi Larson 
Peter McGaw 
Jen Jackson 

15 Min. 
http://www.epa.gov/epawaste/
hazard/wastetypes/universal/p

harm.htm 

5.  Nanoscale Silver Products as Pesticides and 
Antimicrobial Pesticides 

Kelly Moran 
Preeti Ghuman 

10 Min. Attachments 2,3,4 

6.  PWG Monitoring Protocol Preeti Ghuman 10 Min. Attachments 5,6 

7.  2008 Effluent Guidelines Program Ben Horenstein 10 Min.  

8.  CASA TriTAC Resolution  
State Revolving Fund 

Bobbi Larson 
Jim Colston 

10 Min. Attachment 7 

9.  WEF Nutrient Issues Workgroup Survey Debbie Webster 10 Min. Attachment 8 

10.  Bacteria REC-1 Standards Debbie Webster 5 Min.  

11. Standing SSO Reporting and Enforcement All   

Informational Items: 

CWEA Conferences - SSO-WDR Compliance Workshops   http://www.cwea.org/conferen
ces/2009/SSO%20COMBO%

20jt%20v4.pdf 

    

    

Items in Progress: 
Chlorine Residual Policy    
SF Bay TMDL    
Nutrients/Ammonia Issues    
Water Quality Enforcement Policy Revisions December 2008   
Draft SIP Amendments – Toxicity January 2009   

Afternoon Session: NONE 

 



State Water Resources Control Board 
Executive Office 

Tam M. Doduc, Board Chair 
1001 I Street • Sacramento, California 95814 • (916) 341-5615 

Mailing Address: P.O. Box 100 • Sacramento, California • 95812-0100 
Fax (916) 341-5621 • http://www.waterboards.ca.gov 

 
 

Linda S. Adams 
Secretary for 

Environmental Protection 

Arnold Schwarzenegger 
Governor 

  

NOTICE OF OPPORTUNITY FOR PUBLIC COMMENT 
 

PROPOSED RECYCLED WATER POLICY AND 
DRAFT CERTIFIED REGULATORY PROGRAM  

ENVIRONMENTAL ANALYSIS 
 
 

NOTICE IS HEREBY GIVEN that State Water Resources Control Board (State Water Board) 
staff has revised both its proposed Recycled Water Policy (proposed Policy) and the 
corresponding draft certified regulatory program environmental analysis (draft staff report), 
pursuant to the California Environmental Quality Act (CEQA).  On February 15, 2008, State 
Water Board staff circulated a previous version of the draft staff report and the proposed Policy. 
On September 2, 2008, a group of recycled water stakeholders presented a revised policy to the 
State Water Board, which directed staff to work with the stakeholders to prepare the revised 
Recycled Water Policy for State Water Board consideration at the January 6, 2009 Board 
Meeting. 
 
DOCUMENT AVAILABILITY: The proposed Policy and the draft staff report may be obtained 
via the internet on the State Water Board Web site at:  
http://www.waterboards.ca.gov/water_issues/programs/water_recycling_policy/.  You may also 
receive paper copies by writing or calling:  Colleen Ingram, Division of Water Quality, State 
Water Resources Control Board, 1001 I Street, Sacramento, CA 95814, or by contacting 
Ms. Ingram at (916) 341-5506 (cingram@waterboards.ca.gov).  
 
Interested parties may subscribe to an email list for future notifications about the proposed 
Policy at:  
http://www.waterboards.ca.gov/lyrisforms/swrcb_subscribe.html; choose Recycled Water 
Policy/General Permit for Landscape Irrigation. 
 
SUBMISSION OF WRITTEN COMMENTS:  The State Water Board will accept written 
comments on the proposed Policy and the draft staff report as follows.  All submissions must be 
received by 12:00 noon on Monday, December 22, 2008.  Written comments should be 
submitted to:  Jeanine Townsend, Clerk to the Board, Executive Office, State Water Resources 
Control Board, P.O. Box 100, Sacramento, CA 95812-0100. (Fax: 916-341-5620 or email: 
commentletters@waterboards.ca.gov).  Please indicate the project you are commenting upon in 
the subject line, “Comment Letter – proposed Recycled Water Policy.”  
  
ADDITIONAL INFORMATION:  Please direct questions about this notice, the proposed Policy, 
or the draft staff report to Gordon Innes at (916) 341-5517 (ginnes@waterboards.ca.gov).  
 
 
 
 November 21, 2008           
Date Jeanine Townsend 
 Clerk to the Board 

California Environmental Protection Agency 
 

  Recycled Paper 

http://www.waterboards.ca.gov/water_issues/programs/water_recycling_policy/docs/draft_recycled_water_policy_110408.pdf
http://www.waterboards.ca.gov/water_issues/programs/water_recycling_policy/docs/draft_staff_report_checklist_111908.pdf
http://www.waterboards.ca.gov/water_issues/programs/water_recycling_policy/


 
ENVIRONMENTAL PROTECTION AGENCY 
[EPA-HQ-OPP-2008-0650; FRL-8386-4] 
 
Petition for Rulemaking Requesting EPA Regulate Nanoscale Silver 
Products as Pesticides; Notice of Availability 
 
AGENCY: Environmental Protection Agency (EPA). 
ACTION: Notice. 
 
----------------------------------------------------------------------- 
 
SUMMARY: This notice makes available for public review and comment a 
petition for rulemaking and collateral relief filed by the 
International Center for Technology Assessment (ICTA) and others. In 
general, the petition requests that the Agency classify nanoscale 
silver as a pesticide, require formal pesticide registration of all 
products containing nanoscale silver, analyze the potential human 
health and environmental risks of nanoscale silver, take regulatory 
actions under the Federal Insecticide, Fungicide, and Rodenticide Act 
(FIFRA) against existing products that contain nanoscale silver, and 
take other regulatory actions under FIFRA as appropriate for nanoscale 
silver products. The Agency has determined that the petition raises 
issues that potentially affect private and public sector stakeholders. 
Through this notice, EPA is asking for public comment on the petition. 
 
DATES: Comments must be received on or before January 20, 2009. 
 
ADDRESSES: Submit your comments, identified by docket identification 
(ID) number EPA-HQ-OPP-2008-0650, by one of the following methods: 
     Federal eRulemaking Portal: <A 
HREF="http://www.regulations.gov">http://www.regulations.gov</A>. 
Follow the on-line instructions for submitting comments. 
     Mail: Office of Pesticide Programs (OPP) Regulatory Public Docket 
(7502P), Environmental Protection Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460-0001. 
     Delivery: OPP Regulatory Public Docket (7502P), Environmental 
Protection Agency, Rm. S-4400, One Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries are only accepted during the 
Docket Facility's normal hours of operation (8:30 a.m. to 4 p.m., 
Monday through Friday, excluding legal holidays). Special arrangements 
should be made for deliveries of boxed information. The Docket Facility 
telephone number is (703) 305-5805. 
    Instructions: Direct your comments to docket ID number EPA-HQ-OPP- 
2008-0650. EPA's policy is that all comments received will be included 
in the docket without change and may be made available on-line at <A 
HREF="http://www.regulations.gov">http://www.regulations.gov</A>, 
including any personal information provided, unless the comment 
includes information claimed to be Confidential Business Information 
(CBI) or other information whose disclosure is restricted by statute. 
Do not submit information that you consider to be CBI or otherwise 
protected through regulations.gov or e- mail. The regulations.gov 
website is an ``anonymous access'' system, which means EPA will not 
know your identity or contact information unless you provide it in the 
body of your comment. If you send an e- mail comment directly to EPA 
without going through regulations.gov, your e-mail address will be 
automatically captured and included as part of the comment that is 



placed in the docket and made available on the Internet. If you submit 
an electronic comment, EPA recommends that you include your name and 
other contact information in the body of your comment and with any disk 
or CD-ROM you submit. If EPA cannot read your comment due to technical 
difficulties and cannot contact you for clarification, EPA may not be 
able to consider your comment. Electronic files should avoid the use of 
special characters, any form of encryption, and be free of any defects 
or viruses. 
    Docket: All documents in the docket are listed in the docket index 
available at <A 
HREF="http://www.regulations.gov">http://www.regulations.gov</A>. 
Although listed in the index, some information is not publicly 
available, e.g., CBI or other information whose disclosure is 
restricted by statute. Certain other material, such as copyrighted 
material, 
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is not placed on the Internet and will be publicly available only in 
hard copy form. Publicly available docket materials are available 
either in the electronic docket at <A 
HREF="http://www.regulations.gov">http://www.regulations.gov</A>, or, 
if only available in hard copy, at the OPP Regulatory Public Docket in 
Rm. S-4400, One Potomac Yard (South Bldg.), 2777 S. Crystal Dr., 
Arlington, VA. The hours of operation of this Docket Facility are from 
8:30 a.m. to 4 p.m., Monday through Friday, excluding legal holidays. 
The Docket Facility telephone number is (703) 305-5805. 
 
FOR FURTHER INFORMATION CONTACT: Nathanael R. Martin, Field and 
External Affairs Division, Office of Pesticide Programs, Environmental 
Protection Agency, 1200 Pennsylvania Ave., NW., Washington, DC 20460- 
0001; telephone number: (703) 305-6475; fax number: (703) 305-5884; e- 
mail address: <A 
HREF="mailto:martin.nathanael@epa.gov">martin.nathanael@epa.gov</A>. 
 
SUPPLEMENTARY INFORMATION: 
 
I. General Information 
 
A. Does this Action Apply to Me? 
 
    You may be potentially affected by this action if you are a 
business engaged in the manufacturing of pesticides and other 
agricultural chemicals. Potentially affected entities may include, but 
are not limited to: 
     Pesticide and other agricultural chemical manufacturing (NAICS 
325320), e.g., businesses engaged in the manufacture of pesticides. 
     Antimicrobial pesticides (NAICS 32561) 
    This listing is not intended to be exhaustive, but rather provides 
a guide for readers regarding entities likely to be affected by this 
action. Other types of entities not listed in this unit could also be 
affected. The North American Industrial Classification System (NAICS) 
codes have been provided to assist you and others in determining 
whether this action might apply to certain entities. If you have any 
questions regarding the applicability of this action to a particular 
entity, please contact Betty Shackleford, Associate Director, 
Antimicrobials Division of the Office of Pesticide Programs at (703) 



308-6411 or via email, <A 
HREF="mailto:shackleford.betty@epa.gov">shackleford.betty@epa.gov</A> 
 
B. What Should I Consider as I Prepare My Comments for EPA? 
 
    1. Submitting CBI. Do not submit this information to EPA through 
regulations.gov or e-mail. Clearly mark the part or all of the 
information that you claim to be CBI. For CBI information in a disk or 
CD-ROM that you mail to EPA, mark the outside of the disk or CD-ROM as 
CBI and then identify electronically within the disk or CD-ROM the 
specific information that is claimed as CBI. In addition to one 
complete version of the comment that includes information claimed as 
CBI, a copy of the comment that does not contain the information 
claimed as CBI must be submitted for inclusion in the public docket. 
Information so marked will not be disclosed except in accordance with 
procedures set forth in 40 CFR part 2. 
    2. Tips for preparing your comments. When submitting comments, 
remember to: 
    i. Identify the document by docket ID number and other identifying 
information (subject heading, Federal Register date and page number). 
    ii. Follow directions. The Agency may ask you to respond to 
specific questions or organize comments by referencing a Code of 
Federal Regulations (CFR) part or section number. 
    iii. Explain why you agree or disagree; suggest alternatives and 
substitute language for your requested changes. 
    iv. Describe any assumptions and provide any technical information 
and/or data that you used. 
    v. If you estimate potential costs or burdens, explain how you 
arrived at your estimate in sufficient detail to allow for it to be 
reproduced. 
    vi. Provide specific examples to illustrate your concerns and 
suggest alternatives. 
    vii. Explain your views as clearly as possible, avoiding the use of 
profanity or personal threats. 
    viii. Make sure to submit your comments by the comment period 
deadline identified. 
 
II. Summary of the Petition 
 
    The following entities are listed as petitioners in the ``Petition 
for Rulemaking Requesting EPA Regulate Nano-Silver Products as 
Pesticides'': 
    1. International Center for Technology Assessment (CTA) 
    2. Center for Food Safety (CFS) 
    3. Beyond Pesticides 
    4. Friends of the Earth (FOE) 
    5. Greenpeace 
    6. Action Group on Erosion, Technology and Concentration 
    7. Center for Environmental Health (CEH) 
    8. Silicon Valley Toxics Coalition (SVTC) 
    9. Institute for Agriculture and Trade Policy (IATP) 
    10. Clean Production Action (CPA) 
    11. Food & Water Watch 
    12. Loka Institute 
    13. Center for the Study of Responsive Law (CSRL) 
    14. Consumers Union 



    The petitioners note the rapid increase in the number of products 
containing manufactured or engineered nanoscale materials. They further 
point out that scientists have identified that nanoscale materials can 
have fundamentally different properties from the non-nanoscale or bulk 
forms of the same compounds, and that these unique properties may pose 
new environmental and human health risks. Additionally, the petitioners 
review EPA's procedural history with respect to nanotechnology and 
conclude that the Agency has not provided adequate regulatory oversight 
for this emerging technology. 
    Due to the rapid commercialization of nanotechnology, potential 
environmental and health concerns, and perceived lack of regulatory 
oversight, the petitioners request that the EPA undertake the following 
actions: 
    1. Classify nanoscale silver as a pesticide and require 
manufacturers to register nanoscale silver products as pesticides 
pursuant to Federal Insecticide Fungicide and Rodenticide Acts (FIFRA). 
Furthermore, in reference to nanoscale silver, petitioners request that 
EPA clarify that pesticidal intent and public health claims can be both 
implicit and explicit, and that manufacturers cannot avoid pesticide 
classification (and registration under FIFRA) simply by stripping their 
products of labeling. 
    2. Determine that nanoscale pesticides, such as nanoscale silver 
pesticides, are new pesticidal substances that require new pesticide 
registration under FIFRA, with accompanying toxicity testing and risk 
assessment specific to nanoscale materials. 
    3. Assess the potential human health and environmental risks of 
nanoscale silver pursuant to EPA's statutory obligations under FIFRA, 
the Food Quality Protection Act (FQPA), the Endangered Species Act 
(ESA), and the National Environmental Policy Act (NEPA). The 
petitioners recommend that EPA analyze existing scientific studies on 
the environmental health and safety of nanoscale silver; assess the 
potential impacts of nanoscale silver on children and infants; ensure 
the protection of threatened and endangered species in connection with 
any EPA actions involving nanoscale silver; and assess the environment 
impacts of any Agency actions involving nanoscale silver, including 
completing a programmatic environmental impact statement. 
    4. Take immediate statutory and regulatory action to prohibit the 
sale of nanoscale silver products, classifying 
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these products as illegal pesticide products with unapproved health 
benefit claims. In this regard, the petition claims that the nanoscale 
silver products currently on the market are in clear violation of 
FIFRA. The petition recommends that EPA pursue enforcement actions 
against and issue enforcement penalties to those manufacturers and/or 
distributors currently selling nanoscale silver products. 
 
III. What Action is the Agency Taking? 
 
    Through this notice, the Agency is making the petition submitted by 
ICTA et al. available for review and is asking for public comment on 
the same. Any public comment received on this petition before the 
issuance of this notice will be reviewed and listed in the electronic 
docket. Following the review of the petition and any comments received 
in response to this notice, EPA will decide how best to respond to the 
petition. The petition is available on EPA's Electronic Docket at <A 



HREF="http://www.regulations.gov">http://www.regulations.gov</A>. To 
locate this information on the homepage of EPA's Electronic Docket, 
select ``Quick Search'' and type the OPP docket ID number EPA-HQ-OPP-
2008-0650. Once the search has located the docket, clicking on ``Docket 
ID'' will bring up a list of all documents in the docket related to the 
petition. 
 
List of Subjects 
 
    Environmental protection, pesticides and pests, nanotechnology. 
 
    Dated: November 5, 2008. 
Debra Edwards, 
Director, Office of Pesticide Programs. 
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REGIONAL BROWNFIELDS COORDINATORS—Continued 

Region States Address & phone number 

EPA Region 10, Susan Morales ................ AK, ID, OR, WA ........................................ 1200 Sixth Avenue, Suite 900, Mailstop: ECL–112, Se-
attle, Washington 98101, Phone (206) 553–7299, 
Fax (206) 553–0124. 

Statutory and Executive Order 
Reviews: Under Executive Order 12866 
(58 FR 51735, October 4, 1993), this 
action is not a ‘‘significant regulatory 
action’’ and is therefore not subject to 
OMB review. Because this grant action 
is not subject to notice and comment 
requirements under the Administrative 
Procedures Act or any other statute, it 
is not subject to the Regulatory 
Flexibility Act (5 U.S.C. Section 601 et.) 
or Sections 202 and 205 of the 
Unfunded Mandates Reform Act of 1999 
(UMRA) (Pub. L. 104–4). In addition, 
this action does not significantly or 
uniquely affect small governments. 
Although this action does not generally 
create new binding legal requirements, 
where it does, such requirements do not 
substantially and directly affect Tribes 
under Executive Order 13175 (63 FR 
67249, November 9, 2000). Although 
this grant action does not have 
significant Federalism implications 
under Executive Order 13132 (64 FR 
43255, August 10, 1999), EPA consulted 
with states in the development of these 
grant guidelines. This action is not 
subject to Executive Order 13211, 
‘‘Actions Concerning Regulations that 
Significantly Affect Energy Supply, 
Distribution, or Use’’ (66 FR 28355, May 
22, 2001), because it is not a significant 
regulatory action under Executive Order 
12866. This action does not involve 
technical standards; thus, the 
requirements of Section 12(d) of the 
National Technology Transfer and 
Advancement Act of 1995 (15 U.S.C. 
Section 272 note) do not apply. This 
action does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act of 1995 
(44 U.S.C. Section 3501 et seq.). The 
Congressional Review Act, 5 U.S.C. 801 
et seq., generally provides that before 
certain actions may take effect, the 
agency promulgating the action must 
submit a report, which includes a copy 
of the action, to each House of the 
Congress and to the Comptroller General 
of the United States. Since this grant 
action, when finalized, will contain 
legally binding requirements, it is 
subject to the Congressional Review Act, 
and EPA will submit its final action in 
its report to Congress under the Act. 

Dated: November 12, 2008. 
David R. Lloyd, 
Director, Office of Brownfields and Land 
Revitalization, Office of Solid Waste and 
Emergency Response. 
[FR Doc. E8–27473 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA–HQ–OPP–2008–0650; FRL–8386–4] 

Petition for Rulemaking Requesting 
EPA Regulate Nanoscale Silver 
Products as Pesticides; Notice of 
Availability 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: This notice makes available 
for public review and comment a 
petition for rulemaking and collateral 
relief filed by the International Center 
for Technology Assessment (ICTA) and 
others. In general, the petition requests 
that the Agency classify nanoscale silver 
as a pesticide, require formal pesticide 
registration of all products containing 
nanoscale silver, analyze the potential 
human health and environmental risks 
of nanoscale silver, take regulatory 
actions under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA) 
against existing products that contain 
nanoscale silver, and take other 
regulatory actions under FIFRA as 
appropriate for nanoscale silver 
products. The Agency has determined 
that the petition raises issues that 
potentially affect private and public 
sector stakeholders. Through this notice, 
EPA is asking for public comment on 
the petition. 
DATES: Comments must be received on 
or before January 20, 2009. 
ADDRESSES: Submit your comments, 
identified by docket identification (ID) 
number EPA–HQ–OPP–2008–0650, by 
one of the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. S–4400, One 
Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket 
Facility’s normal hours of operation 
(8:30 a.m. to 4 p.m., Monday through 
Friday, excluding legal holidays). 
Special arrangements should be made 
for deliveries of boxed information. The 
Docket Facility telephone number is 
(703) 305–5805. 

Instructions: Direct your comments to 
docket ID number EPA–HQ–OPP–2008– 
0650. EPA’s policy is that all comments 
received will be included in the docket 
without change and may be made 
available on-line at http:// 
www.regulations.gov, including any 
personal information provided, unless 
the comment includes information 
claimed to be Confidential Business 
Information (CBI) or other information 
whose disclosure is restricted by statute. 
Do not submit information that you 
consider to be CBI or otherwise 
protected through regulations.gov or e- 
mail. The regulations.gov website is an 
‘‘anonymous access’’ system, which 
means EPA will not know your identity 
or contact information unless you 
provide it in the body of your comment. 
If you send an e-mail comment directly 
to EPA without going through 
regulations.gov, your e-mail address 
will be automatically captured and 
included as part of the comment that is 
placed in the docket and made available 
on the Internet. If you submit an 
electronic comment, EPA recommends 
that you include your name and other 
contact information in the body of your 
comment and with any disk or CD-ROM 
you submit. If EPA cannot read your 
comment due to technical difficulties 
and cannot contact you for clarification, 
EPA may not be able to consider your 
comment. Electronic files should avoid 
the use of special characters, any form 
of encryption, and be free of any defects 
or viruses. 

Docket: All documents in the docket 
are listed in the docket index available 
at http://www.regulations.gov. Although 
listed in the index, some information is 
not publicly available, e.g., CBI or other 
information whose disclosure is 
restricted by statute. Certain other 
material, such as copyrighted material, 
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is not placed on the Internet and will be 
publicly available only in hard copy 
form. Publicly available docket 
materials are available either in the 
electronic docket at http:// 
www.regulations.gov, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S– 
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
hours of operation of this Docket 
Facility are from 8:30 a.m. to 4 p.m., 
Monday through Friday, excluding legal 
holidays. The Docket Facility telephone 
number is (703) 305–5805. 
FOR FURTHER INFORMATION CONTACT: 
Nathanael R. Martin, Field and External 
Affairs Division, Office of Pesticide 
Programs, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001; telephone 
number: (703) 305–6475; fax number: 
(703) 305–5884; e-mail address: 
martin.nathanael@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 
You may be potentially affected by 

this action if you are a business engaged 
in the manufacturing of pesticides and 
other agricultural chemicals. Potentially 
affected entities may include, but are 
not limited to: 

• Pesticide and other agricultural 
chemical manufacturing (NAICS 
325320), e.g., businesses engaged in the 
manufacture of pesticides. 

• Antimicrobial pesticides (NAICS 
32561) 

This listing is not intended to be 
exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 
(NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, please 
contact Betty Shackleford, Associate 
Director, Antimicrobials Division of the 
Office of Pesticide Programs at (703) 
308–6411 or via email, 
shackleford.betty@epa.gov 

B. What Should I Consider as I Prepare 
My Comments for EPA? 

1. Submitting CBI. Do not submit this 
information to EPA through 
regulations.gov or e-mail. Clearly mark 
the part or all of the information that 
you claim to be CBI. For CBI 
information in a disk or CD-ROM that 
you mail to EPA, mark the outside of the 

disk or CD-ROM as CBI and then 
identify electronically within the disk or 
CD-ROM the specific information that is 
claimed as CBI. In addition to one 
complete version of the comment that 
includes information claimed as CBI, a 
copy of the comment that does not 
contain the information claimed as CBI 
must be submitted for inclusion in the 
public docket. Information so marked 
will not be disclosed except in 
accordance with procedures set forth in 
40 CFR part 2. 

2. Tips for preparing your comments. 
When submitting comments, remember 
to: 

i. Identify the document by docket ID 
number and other identifying 
information (subject heading, Federal 
Register date and page number). 

ii. Follow directions. The Agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations (CFR) part 
or section number. 

iii. Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

iv. Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

v. If you estimate potential costs or 
burdens, explain how you arrived at 
your estimate in sufficient detail to 
allow for it to be reproduced. 

vi. Provide specific examples to 
illustrate your concerns and suggest 
alternatives. 

vii. Explain your views as clearly as 
possible, avoiding the use of profanity 
or personal threats. 

viii. Make sure to submit your 
comments by the comment period 
deadline identified. 

II. Summary of the Petition 

The following entities are listed as 
petitioners in the ‘‘Petition for 
Rulemaking Requesting EPA Regulate 
Nano-Silver Products as Pesticides’’: 

1. International Center for Technology 
Assessment (CTA) 

2. Center for Food Safety (CFS) 
3. Beyond Pesticides 
4. Friends of the Earth (FOE) 
5. Greenpeace 
6. Action Group on Erosion, 

Technology and Concentration 
7. Center for Environmental Health 

(CEH) 
8. Silicon Valley Toxics Coalition 

(SVTC) 
9. Institute for Agriculture and Trade 

Policy (IATP) 
10. Clean Production Action (CPA) 
11. Food & Water Watch 
12. Loka Institute 
13. Center for the Study of Responsive 

Law (CSRL) 

14. Consumers Union 
The petitioners note the rapid 

increase in the number of products 
containing manufactured or engineered 
nanoscale materials. They further point 
out that scientists have identified that 
nanoscale materials can have 
fundamentally different properties from 
the non-nanoscale or bulk forms of the 
same compounds, and that these unique 
properties may pose new environmental 
and human health risks. Additionally, 
the petitioners review EPA’s procedural 
history with respect to nanotechnology 
and conclude that the Agency has not 
provided adequate regulatory oversight 
for this emerging technology. 

Due to the rapid commercialization of 
nanotechnology, potential 
environmental and health concerns, and 
perceived lack of regulatory oversight, 
the petitioners request that the EPA 
undertake the following actions: 

1. Classify nanoscale silver as a 
pesticide and require manufacturers to 
register nanoscale silver products as 
pesticides pursuant to Federal 
Insecticide Fungicide and Rodenticide 
Acts (FIFRA). Furthermore, in reference 
to nanoscale silver, petitioners request 
that EPA clarify that pesticidal intent 
and public health claims can be both 
implicit and explicit, and that 
manufacturers cannot avoid pesticide 
classification (and registration under 
FIFRA) simply by stripping their 
products of labeling. 

2. Determine that nanoscale 
pesticides, such as nanoscale silver 
pesticides, are new pesticidal 
substances that require new pesticide 
registration under FIFRA, with 
accompanying toxicity testing and risk 
assessment specific to nanoscale 
materials. 

3. Assess the potential human health 
and environmental risks of nanoscale 
silver pursuant to EPA’s statutory 
obligations under FIFRA, the Food 
Quality Protection Act (FQPA), the 
Endangered Species Act (ESA), and the 
National Environmental Policy Act 
(NEPA). The petitioners recommend 
that EPA analyze existing scientific 
studies on the environmental health and 
safety of nanoscale silver; assess the 
potential impacts of nanoscale silver on 
children and infants; ensure the 
protection of threatened and endangered 
species in connection with any EPA 
actions involving nanoscale silver; and 
assess the environment impacts of any 
Agency actions involving nanoscale 
silver, including completing a 
programmatic environmental impact 
statement. 

4. Take immediate statutory and 
regulatory action to prohibit the sale of 
nanoscale silver products, classifying 
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these products as illegal pesticide 
products with unapproved health 
benefit claims. In this regard, the 
petition claims that the nanoscale silver 
products currently on the market are in 
clear violation of FIFRA. The petition 
recommends that EPA pursue 
enforcement actions against and issue 
enforcement penalties to those 
manufacturers and/or distributors 
currently selling nanoscale silver 
products. 

III. What Action is the Agency Taking? 
Through this notice, the Agency is 

making the petition submitted by ICTA 
et al. available for review and is asking 
for public comment on the same. Any 
public comment received on this 
petition before the issuance of this 
notice will be reviewed and listed in the 
electronic docket. Following the review 
of the petition and any comments 
received in response to this notice, EPA 
will decide how best to respond to the 
petition. The petition is available on 
EPA’s Electronic Docket at http:// 
www.regulations.gov. To locate this 
information on the homepage of EPA’s 
Electronic Docket, select ‘‘Quick 
Search’’ and type the OPP docket ID 
number EPA–HQ–OPP–2008–0650. 
Once the search has located the docket, 
clicking on ‘‘Docket ID’’ will bring up a 
list of all documents in the docket 
related to the petition. 

List of Subjects 
Environmental protection, pesticides 

and pests, nanotechnology. 
Dated: November 5, 2008. 

Debra Edwards, 
Director, Office of Pesticide Programs. 
[FR Doc. E8–27204 Filed 11–18–08; 8:45 am] 
BILLING CODE 6560–50–S 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA–HQ–OPP–2008–0416; FRL–8388-4] 

Chromated Arsenicals, 
Pentachlorophenol, Creosote 
Reregistration Eligibility Decisions; 
Notice of Availability 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: This notice announces the 
availability of EPA’s Reregistration 
Eligibility Decision (REDs) for the 
pesticides chromated arsenicals (e.g., 

CCA), pentachlorophenol, and creosote, 
collectively referred to as ‘‘heavy duty 
wood preservatives.’’ The Agency’s risk 
assessments and other related 
documents also are available in the 
chromated arsenicals, 
pentachlorophenol, and creosote 
Dockets. The term heavy duty wood 
preservative is used to differentiate 
wood preservatives applied using 
specialized high pressure treatment 
cylinders (also called ‘‘retorts’’) from 
those applied using non-specialized 
methods (e.g., brush, dip). The three 
wood preservatives are used primarily 
for industrial purposes such as utility 
poles, pilings, and railroad ties. EPA has 
reviewed the heavy duty wood 
preservatives through the public 
participation process that the Agency 
uses to involve the public in developing 
pesticide reregistration and tolerance 
reassessment decisions. Through these 
programs, EPA is ensuring that all 
pesticides meet current health and 
safety standards. 

FOR FURTHER INFORMATION CONTACT: For 
pesticide-specific information contact 
the Chemical Review Manger identified 
in the Table in Unit II. for the pesticide 
of interest. 

For general information contact: 
Lance Wormell, Antimicrobials Division 
(7510P), Office of Pesticide Programs, 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001; telephone number: 
(703) 603–0523; fax number: (703) 308– 
6467; e-mail address: 
wormell.lance@epa.gov. 

SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 

This action is directed to the public 
in general, and may be of interest to a 
wide range of stakeholders including 
environmental, human health, and 
agricultural advocates; the chemical 
industry; pesticide users; and members 
of the public interested in the sale, 
distribution, or use of pesticides. Since 
others also may be interested, the 
Agency has not attempted to describe all 
the specific entities that may be affected 
by this action. If you have any questions 
regarding the applicability of this action 
to a particular entity, consult the person 
listed under FOR FURTHER INFORMATION 
CONTACT. 

B. How Can I Get Copies of this 
Document and Other Related 
Information? 

1. Docket. EPA has established a 
docket for this action under docket 
identification (ID) number EPA–HQ– 
OPP–2008–0416. Publicly available 
docket materials are available either in 
the electronic docket at http:// 
www.regulations.gov, or, if only 
available in hard copy, at the Office of 
Pesticide Programs (OPP) Regulatory 
Public Docket in Rm. S–4400, One 
Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. The hours of 
operation of this Docket Facility are 
from 8:30 a.m. to 4 p.m., Monday 
through Friday, excluding legal 
holidays. The Docket Facility telephone 
number is (703) 305–5805. 

2. Electronic access. You may access 
this Federal Register document 
electronically through the EPA Internet 
under the ‘‘Federal Register’’ listings at 
http://www.epa.gov/fedrgstr. 

II. Background 

A. What Action is the Agency Taking? 

Under section 4 of the Federal 
Insecticide, Fungicide, and Rodenticide 
Act (FIFRA), EPA is reevaluating 
existing pesticides to ensure that they 
meet current scientific and regulatory 
standards. EPA has completed REDs for 
the pesticides, chromated arsenicals, 
pentachlorophenol, and creosote under 
section 4(g)(2)(A) of FIFRA. These heavy 
duty wood preservatives are applied 
using specialized high pressure 
treatment cylinders (also called 
‘‘retorts’’) and treated products are used 
primarily for industrial purposes such 
as utility poles, pilings, and railroad 
ties. EPA has determined that the data 
base to support reregistration is 
substantially complete and that 
products containing chromated 
arsenicals, pentachlorophenol, and 
creosote are eligible for reregistration, 
provided the risks are mitigated either 
in the manner described in the REDs or 
by other means that achieve equivalent 
risk reduction. Upon submission of any 
required product specific data under 
section 4(g)(2)(B) of FIFRA and any 
necessary changes to the registration 
and labeling (either to address concerns 
identified in the REDs or as a result of 
product specific data), EPA will make 
final reregistration decisions under 
section 4(g)(2)(C) of FIFRA for products 
containing chromated arsenicals, 
pentachlorophenol, and creosote. 
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158W Antimicrobial Data 
Requirements Workshop

Value of and Need for this Rule

Bill Diamond, Director
Field and External Affairs Division

November 6, 2008



2

Workshop Purpose

• To promote greater understanding of the 
proposed rule
– Explain provisions
– Answer clarifying questions

• Not to take comments on the proposal; 
Comments must be submitted to the docket

• To assist those preparing to comment on the 
proposed rule, thus allowing more informed 
public comment



3

Workshop Structure
• Structure

– Overview
– Human Health Data Requirements
– Environmental Data Requirements
– Down-the-Drain
– Program’s Use of SAR
– Process for Final Rule

• Presentations by experts from:
– Field and External Affairs Division
– Antimicrobials Division



4

Role of Data Requirements 
in the Pesticide Program

• OPP’s Mandate
To protect human health and the environment 
from unreasonable adverse effects resulting 
from the use of pesticides.

• This Rulemaking contributes to meeting 
that Mandate
Protect human health and the environment by 
having the appropriate and reliable data to judge 
the potential effects of antimicrobial pesticide 
products.
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Other Data Requirement 
Rulemakings

• This rulemaking is part of a larger effort to update and 
improve all of the data requirements for the pesticide 
program

• Conventional Chemicals, “Big 158” (promulgated 
October 2007)

• Biochemical and Microbials, “U & V” (promulgated 
October 2007)

• Plant-Incorporated Protectants “PIPs” (projected 
proposal 2010)



6

Why is this Rulemaking
Needed?

• The Pesticide Program has, over time, used the 
codification of data requirements to inform applicants of 
the data needed to make the required safety findings

– Rulemaking became a way to inform and to be transparent

– Case-by-case determinations addressed evolving data issues

• Data requirements have not been tailored to 
antimicrobials – thus frequently leading to the need for 
applicants to consult with EPA to interpret for their 
antimicrobial application the existing data requirements 
based on agricultural use patterns.
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Value of this Rulemaking 

• STRUCTURE: Provides a visible/transparent framework for 
antimicrobial data requirements
– Provides a foundation for any future data needs

• EFFICIENCY: Applicants can submit packages containing 
exactly the information needed by EPA

• CONSISTENCY/FAIRNESS: Promotes uniformity across 
registrations

• CURRENT & FORWARD LOOKING:
– Captures the evolution of science over the past 20 years
– Addresses use of newer predictive techniques (e.g. SAR/QSAR) to fulfill 

data requirements
• CLARITY/TRANSPARENCY: Reduced uncertainty allows 

better business planning
• OVERALL: Increases public health and environmental 

protection
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158W Antimicrobial Data 
Requirements Workshop

Overview of Proposed Rule

Norm Cook, Chief
Risk Assessment and Science Support Branch

Antimicrobials Division
November 6, 2008
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Purpose of This
Presentation

• History and Background
– Statutory and regulatory aspects

• Specifics
– Organization of part 158W
– 12 use patterns
– Format of data tables
– New data requirements
– How to seek waivers
– Summary
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What does the Law Require?
• The Federal Insecticide, Fungicide, and 

Rodenticide Act (FIFRA) is a licensing statute
– “Unreasonable adverse effects” standard –

3(c)(5)
• The Federal Food, Drug, and Cosmetic Act 

(FFDCA) involves individual tolerance decisions
– “Reasonable certainty of no harm” standard –

408(b)
• Both require submission of data to demonstrate 

that standards are met
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Unreasonable Adverse Effects –
FIFRA Sec 2 (bb):

• (1) Any unreasonable risk to man or the environment, 
taking into account the economic, social, and 
environment costs and benefits of the use of any 
pesticide, or

• (2) A human dietary risk from residues that result 
from a use of a pesticide in or on any food 
inconsistent with the standard under Section 408 of 
the FFDCA.
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FFDCA Statutory Criteria
Food Uses

• “Determination of Safety. - As used in this 
section, the term ‘safe’, with respect to a 
tolerance for a pesticide chemical residue, 
means that the Administrator has determined 
that there is a reasonable certainty that no harm 
will result from aggregate exposure to the 
pesticide chemical residue, including all 
anticipated dietary exposures and all other 
exposures for which there is reliable 
information.” (FFDCA, Sec. 408(b)(2)(A)(ii))
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FFDCA Statutory Criteria
Food Uses

• “EXPOSURE OF INFANTS AND CHILDREN. - In 
establishing, modifying, leaving in effect, or revoking a 
tolerance or exemption for a pesticide chemical residue, 
the Administrator -
– (i) shall assess the risk of the pesticide chemical 

residue based on –
• …(III) available information concerning the cumulative effects 

on infants and children of such residues and other 
substances that have a common mechanism of toxicity; and

• (ii) shall –
– (I) ensure that there is a reasonable certainty that no harm will 

result to infants and children from aggregate exposure to the 
pesticide chemical residue…”

(FFDCA, Sec. 408(b)(2)(A)(vi)(C)(i)(III)(ii)(I))
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158W, FFDCA Section 408,
and Food Uses

• Antimicrobial pesticide food uses:  FFDCA Sec. 
408 applies and tolerance/exemption from 
tolerance is required for pesticide residues in 
food and/or animal feed (e.g., sanitizers).

• Pesticide residue:  A combination of a pesticide 
and/or its metabolites, degradates, 
transformation products that remain on 
food/feed after the application of the pesticide.
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158W - History

• Beginning in 1984, antimicrobial pesticides used the 
same data requirements as used by agricultural 
chemicals (“conventional pesticides”)

• In August 1996, Food Quality Protection Act (FQPA) 
amendments to FIFRA and FFDCA became law

• FIFRA, as amended by FQPA, required EPA to clarify 
data requirements for antimicrobial pesticides

• Part 158W developed to address antimicrobial pesticide 
data requirements

• First (draft) 158W version released publicly in June 1997 
at FIFRA Scientific Advisory Panel (SAP)
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158W – History…cont.

• In October 2007 the Final Rule for Part 158, Data 
Requirements for Conventional Chemicals, was 
promulgated (Docket: EPA–HQ–OPP–2004–0387)

• EPA limited applicability of this rule to conventional 
chemicals

• However, in the period between the conventional 
promulgation and the promulgation of 158W, the Agency 
had to maintain data requirements for antimicrobial 
pesticides
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158W – History…cont.

• Therefore, to preserve current data requirements to 
provide regulatory coverage for antimicrobial pesticides 
until the Agency can promulgate a final rule for part 
158W, EPA transferred intact the 1984 part 158 into new 
part 161, entitled Data Requirements for Antimicrobial 
Pesticides.

• New part 161 applies only to antimicrobial pesticides, but 
is transitional in nature and will be revoked once part 
158W is final and effective.
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Part 158, Subpart W - Organization

• 158.2210 - Product chemistry
• 158.2220 - Product performance
• 158.2230 - Toxicology
• 158.2240 - Nontarget organisms
• 158.2250 - Nontarget plant protection
• 158.2260 - Applicator exposure
• 158.2270 - Post-application exposure
• 158.2280 - Environmental fate
• 158.2290 - Residue chemistry
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158W - 12 Use Patterns

• Agricultural premises and equipment
• Food handling/storage establishments 

premises and equipment
• Commercial, institutional and industrial 

premises and equipment
• Residential and public access premises
• Medical premises and equipment
• Human drinking water
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158W - 12 Use Patterns…cont.

• Materials preservatives
• Industrial processes and water systems
• Antifouling coatings and ballast water
• Wood preservatives
• Swimming pools
• Aquatic areas
• Note: Agency assesses sites within use patterns 

with significant exposure:  e.g., Heating, 
Ventilation, Air-Conditioning and Refrigeration 
(HVAC-R) systems
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158W Data Tables –
Format

• Data Tables
– R = Required
– CR = Conditionally Required
– NR = Not Required
– Tiered approach to testing
– Studies move from: acute to chronic; less 

expensive to more expensive; less complex to 
more complex
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158W Data Tables –
Format…cont.

• Data Requirement Descriptors:
– R = Required

• Use of R not necessarily indicative that the study is always 
required, but that the study is more likely to be required than 
not

– CR = Conditionally Required
• Use of CR typically means the study is less likely to be 

required
– If percentages were to be assigned, then R could be 

viewed as representing the submission of a study 
50% to 100% of the time and CR would be up to 50%.

– Triggers in test notes indicate those circumstances 
under which the Agency has learned through 
experience that the study is needed.
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158W Data Tables –
What’s Changed Since the June 1997 Draft?

• Clarified test notes for certain study requirements 
throughout data tables.

• Updated “Required” (R) versus “Conditionally Required”
(CR) and “Not Required” (NR) based on risk assessment 
experience with antimicrobial pesticide uses.

• Most significant changes in environmental area for 
“indoor” or “low environmental exposure” uses.

• Changes represent extensive collaboration among other 
EPA Offices, Canada’s Pest Management Regulatory 
Agency (PMRA), and Pesticide Program scientists.
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158W Data Tables –
New Data Requirements

• 9 New Study Requirements
– 4 Human Health Related:

• Developmental neurotoxicity (toxicology - 158.2230; 
OPPTS 870.6300)

• Immunotoxicity (toxicology - 158.2230; OPPTS 870.7800)
• Soil residue dissipation (post-application exposure –

158.2270; OPPTS 875.2200)
• Non-dietary ingestion exposure (post-application exposure

– 158.2270; OPPTS 875.3000)
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158W Data Tables –
New Data Requirements…cont.

• 9 New Study Requirements
– 5 Environmental (environmental fate – 158.2280) 

Related:
• Activated sludge sorption isotherm study (OPPTS 835.1110)
• Photodegradation in soil (OPPTS 835.2410)
• Ready biodegradability study (OPPTS 835.3110)
• Porous pot study (OPPTS 835.3220)
• Modified activated sludge, respiration inhibition test (OPPTS 

850.6800)
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158W Data Tables –
New Data Requirements…cont.

• New study requirement means that:
– …the data requirement has never been required or has rarely 

been required on a case-by-case basis, and has not been 
routinely considered during the Agency’s evaluation of the 
data needed for the purpose of risk assessment.

• However, all of the new studies exist now:
– Required in final rule for conventional pesticides (e.g., 

toxicology, post-application, photodegradation in soil); or
– Used by other Agency Offices [e.g., Office of Pollution 

Prevention and Toxics (OPPT), Office of Water (OW)] or other 
organizations [e.g.., Organization for Economic Cooperation 
and Development (OECD)].
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How EPA Uses Data

• Obtain baseline data on each Technical Grade Active 
Ingredient (TGAI)

• Complete labeling and classification of products/use 
patterns

• Assess exposure and risks:  human dietary/non-dietary 
and environmental

• Complete “unreasonable adverse effects” and 
“reasonable certainty of no harm” determinations as 
required by statutes



28

158W Data Tables –
Waivers

• Data Waivers
– Waiver requests and scientific rationales 

submitted by antimicrobial pesticide 
registrants considered by Agency

– However, lower tier (Tier I) data requirements 
seldom waived because these studies provide 
critical baseline data for the Agency to meet 
statutory requirements
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158W - Benefits

• Clearer understanding of actual risks
– Reduce uncertainty related to risks
– Better informed decisions that are neither too stringent nor too

lenient
• Savings

– Save time and money by understanding when studies are 
required

– Allows applicants to plan more effectively
• Better regulatory decisions

– Provide better information to the user via the label
– Inform the user’s decision about whether or how to use a 

pesticide product
• Provides information to scientific, environmental and 

health communities
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158W – Summary

• Agency requires baseline (lower tier - R)
• Depending on exposure (use) and hazards (toxicity or 

effects), additional data may be required (higher tier -
CR)

• Science Presentations that follow represent both our 
current practices and the evolution of Program’s data 
requirements
– Human Health
– Environmental
– Down-the-Drain
– SAR
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Questions?
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158W Antimicrobial Data 
Requirements Workshop

Proposed Toxicology Data Requirements

Timothy F. McMahon, Ph.D
Antimicrobials Division

November 6, 2008
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Purpose of Toxicology Testing

• Toxicology studies are intended to provide data for: 
– Hazard characterization (assessment of hazards by various 

routes of exposure and over various durations of exposure and 
during critical life stages)

– Risk assessment (selection of toxicity endpoints to assess risk 
from various routes and durations of exposure as well as for 
aggregate and/or cumulative risk) 

– Toxicology tests are conducted in accordance with OPPTS 870 
series test guidelines
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History of Toxicology Data 
Requirements 

for Antimicrobial Pesticides

• 1987-Antimicrobial Data Call In 
– Information FR Notice published (52 FR 595, January 7, 

1987)
– DCIs issued March 4, 1987

• Specified tiered approach for submission of 
toxicology and human exposure data for 
antimicrobial pesticides

• Toxicology data were tiered according to exposure 
category (low, medium, high)
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158W Proposed Rule

• 158W Proposal combines the low and medium exposure 
categories from 1987 DCI into a low exposure category.

• High exposure is defined as “that resulting in human 
exposures over a considerable portion of the human 
lifespan” such as (but not limited to) food and water 
exposures. 

• For occupational and/or residential exposures, the 
Agency considers the frequency, magnitude, and 
duration of exposure and best professional judgement to 
determine if exposure is high or low.   
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Sequence of Toxicology Testing 

• Proposed 158W lists 19 toxicology studies as 
required for high human exposure and 13 as 
required for low human exposure.  

• However, the Agency does not prescribe the 
order of testing of the required studies 
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Low Human Exposure 
Proposed 

Toxicology Data Requirements

• A tiered system is proposed
• The initial data set consists of:

– Acute toxicity battery 
– One 90-day toxicity study by the relevant route of exposure 

• For HVAC&R uses, two 90 day studies by the dermal and inhalation
routes are proposed

– Developmental toxicity studies in the rodent and non-rodent
– Reproductive toxicity study in the rodent

– Mutagenicity testing battery

– Immunotoxicity study
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Low Human Exposure
Proposed 

Toxicology Data Requirements, cont.

• Based on review of first tier studies, 
additional studies may be required if there 
is evidence of significant toxicity:  
– For example, requirement of a developmental 

neurotoxicity study based on results of 
developmental testing
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High Human Exposure 
Proposed 

Toxicology Data Requirements

• Data proposed in 158W parallels that of a food use 
conventional pesticide for high human exposure.

• The Agency proposes the following studies:
– Acute toxicity testing battery
– Subchronic toxicity testing in 2 species
– Developmental toxicity testing in 2 species
– Reproductive toxicity testing in one species
– Chronic toxicity testing in one species
– Carcinogenicity testing in 2 species
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High Human Exposure 
Proposed 

Toxicology Data Requirements, cont.

• Acute and subchronic neurotoxicity testing
• Mutagenicity testing battery
• Mammalian metabolism study (ADME)

• Developmental neurotoxicity may be required 
based on a weight-of-evidence determination as 
discussed in proposed 158W

• Dermal absorption data or studies by the dermal 
route may also be required if dermal exposure is 
determined to be a major route of exposure
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Indirect Food Use Antimicrobials

• Those antimicrobials applied to a surface or incorporated 
into a material that may come into contact with food but 
which is not directly applied to food

• Residue transfer of the pesticide and/or degradate may 
occur when food comes into contact with the surface or 
material

• Uses include treated articles, sanitizers, disinfectants.
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Indirect Food Use 
Antimicrobial, cont.

• Under the provisions of FIFRA section 2(bb) 
prior to registration of a pesticide that may result 
in residues of that pesticide in or on food 
(including sanitizers, disinfectants, and 
slimicides), EPA must make a safety finding that 
the pesticide residue meets the standard set 
forth in section 408 of FFDCA. This applies even 
if FDA will establish a food additive regulation for 
the use of the antimicrobial substance 
undersection 409 of the FFDCA.
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Indirect Food Use 
Antimicrobial, cont.

• Low human exposure indirect uses: those which 
result in residues in or on food of < 200ppb.

• Indirect food uses which result in residues > 200 
ppb considered high exposure uses.

• EPA believes that the 200 ppb benchmark 
(1,000 ppb divided by 5 as established by the 
FDA)  is a reasonable delineation between high 
and low human exposures, and in the proposed 
rule specifically requests comment on this 
benchmark distinguishing low vs. high 
exposures for indirect food uses. 
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Data Requirements
Indirect Food Use Antimicrobials

– As described in the  proposed rule, the applicant is 
encouraged to collect all available information ( open 
scientific literature/ FDA petition [if available] ). SAR 
may be considered if it provides useful information.

– Data collected are compared to Toxicology data 
requirements as listed in 158.2230 and the adequacy 
of the data for satisfying the data requirements can be 
discussed with the Agency.  

– Data deficiencies may require generation of additional 
or new Toxicology studies to support the indirect 
use(s). 
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Proposed Toxicology Data-
Summary

• The Agency has proposed a tiered system for toxicology testing of 
antimicrobial pesticides based on magnitude and duration of 
expected human exposures.

• Indirect food use antimicrobials represent a unique category of 
antimicrobial pesticides and a weight of evidence approach is 
proposed for assessment of hazard using all available valid scientific 
information. A proposal is also made for delineation of low and high 
indirect food use exposures.

• Traditionally, the approach for fulfilling toxicology data requirements 
is through conduct of studies using OPPTS harmonized test 
guidelines. Open literature data may also be of sufficient quality to 
fulfill toxicology data requirements. OPP has recently begun the
process of using appropriate SAR analyses and QSAR modeling to 
fulfill these requirements.  
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Questions?
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Break 
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158W Antimicrobial Data 
Requirements Workshop

Human Non-Dietary Exposure

Timothy Leighton
Antimicrobials Division

November 6, 2008
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Human Exposure Data

• There are many similarities to the 
requirements promulgated for 
conventional chemicals
– Same exposure test guidelines
– Applicator and post-application

• The differences occur because of the 12 
antimicrobial use patterns
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Using Exposure Data
• Human exposure data are used to assess potential 

applicator and post-application exposure to antimicrobial 
pesticides from non-dietary sources:
– Identify exposure scenarios of concern for 

worker/residential populations based on product use 
information and description of human activity data;

– Develop exposure and risk estimates;
– Use risk estimates in the regulatory decisions for 

registration (e.g., new a.i., new use site or use rate) 
and registration review.
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Triggers for Applicator 
Exposure Data

Applicator Exposure Data are required for antimicrobial pesticide 
products when certain toxicity and exposure criteria are met:

• Data are required if the product meets, as determined by the Agency, 
at least one of the toxicity criteria and at least one of the exposure 
criteria below:

Toxicity criteria. 
– Evidence of potentially significant adverse effects have been 

observed in any applicable toxicity studies.
– Scientifically sound epidemiological or poisoning incident data 

indicate that adverse health effects may have resulted from 
handling of the pesticide.

Exposure criteria.
– Dermal exposure may occur during use.
– Respiratory exposure may occur during use.
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Triggers for Post-Application 
Exposure Data

Post-application exposure data are required for 
antimicrobial pesticide products when certain toxicity and 
exposure criteria are met:

• Data are required if a product meets, as determined by the 
Agency, at least one of the toxicity criteria and at least one 
of the exposure criteria below:

Toxicity criteria.
– Evidence of potentially significant adverse effects have been observed in 

any applicable toxicity studies.
– Scientifically sound epidemiological or poisoning incident data indicate that 

adverse health effects may have resulted from handling of the pesticide.
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Triggers for Post-Application 
Exposure Data -- 2

Exposure criteria 
Outdoor uses.

– Occupational post-application exposure to residues of antimicrobial 
pesticides could occur as the result of, but is not limited to, worker re-
entry into treatment sites, clean-up/equipment maintenance tasks, 
handling wood preservative-treated wood, or other work-related 
activity.

– Residential post-application exposure to residues of antimicrobial 
pesticides could occur following the application of antimicrobials to 
outdoor areas and spaces at residential sites, such as, but not limited 
to homes, daycare centers, and other public buildings.



54

Triggers for Post-Application 
Exposure Data -- 2

Exposure criteria
Indoor uses.
– Occupational post-application exposure to pesticide 

residues could occur following the application of the 
antimicrobial pesticide to indoor spaces or surfaces.

– Residential post-application exposure to pesticide 
residues could occur following the application of the 
antimicrobials to indoor spaces or surfaces at residential 
sites, such as, but not limited to homes, daycare centers, 
hospitals, schools, and other public buildings.
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Proposed Applicator Exposure 
Data Requirements (158.2260)

Use SitesGDLN Data Requirement

Occupational Residential

R

R

R

R

CR

R

R

875.1100 Dermal outdoor exposure R

875.1200 Dermal indoor exposure R

875.1300 Inhalation outdoor exposure R

875.1400 Inhalation indoor exposure R

875.1500 Biological monitoring CR

875.1600 Data reporting and calculations R

875.1700 Product use information R
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Proposed Post-Application 
Exposure Data Requirements (158.2270)

Use SitesProposed 
GLN

Data Requirement

Occupational Residential

CR
(158 = R)

R
R
R

875.2600 Biological monitoring CR CR

875.2800 Description of human activity R R
R

R
NR

875.2200 Soil residue dissipation CR

875.2300 Indoor surface residue dissipation R
875.2400 Dermal exposure R
875.2500 Inhalation exposure R

875.2700 Product use information R

875.2900 Data reporting and calculations R
875.3000 Nondietary ingestion exposure R
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Use of Surrogate Data

Surrogate Data may be used to Fulfill Certain Data 
Requirements

• Applicator Data

– Generic exposure data collection efforts [e.g., data being developed by 
the Antimicrobial Exposure Assessment Task Force (AEATF)]

– Generic product use information [e.g., duration and frequency data on 
consumer use of household cleaning products from the Antimicrobial 
Exposure Joint Venture (AEJV) Task Force]

• Post-Application Data

– Research needed to group like-chemicals for developing surface 
dislodgeable residue transfer

– Nondietary ingestion exposure
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HSRB

• Human intentional dosing studies must be 
taken to the Human Studies Review Board 
(HSRB)

• Human observational studies are not 
required to be reviewed by the HSRB
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Questions?
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158W Antimicrobial Data 
Requirements Workshop

Human Dietary Exposure
Residue Chemistry Data

William J. Hazel
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Human Dietary Exposure

• Use of antimicrobials in food processing plants, 
restaurants, kitchen wipes, food cartons, etc. may 
result in dietary exposure

• Residue chemistry data are used to identify the 
nature and magnitude of residues

• Data and general approaches for a dietary exposure 
assessment of an antimicrobial follow those of FDA

• All proposed data requirements represent current 
practices that are now being codified
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Human Dietary Exposure

• Nonfood uses are not expected to result in 
residues of concern in food
– A tolerance or tolerance exemption is not 

required
• Food uses are expected to result in 

residues of concern in food
– A tolerance or tolerance exemption is required
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Human Dietary Exposure
FIFRA Data Also Supports FFDCA

• Residue chemistry data are required to support 
registration under FIFRA for food uses.

• These same data are also needed under FFDCA sec. 
408 to establish a tolerance (or exemption from a 
tolerance) for residues of any pesticide whose use may 
result, directly or indirectly, in residues in food or feed.

• A tolerance or exemption from the requirement of a 
tolerance is needed for residues of all ingredients in a 
pesticide chemical product, both active and inert, as well 
as any pesticide metabolites or degradates of regulatory 
concern.



64

Human Dietary Exposure
Direct vs. Indirect Food Uses

• Antimicrobial residues may occur in food as a result of 
application of the antimicrobial to food or to surfaces that 
come in contact with food

• The FDA term for intentionally including an additive in 
food is a direct food use

• The FDA term for use of an additive on surfaces or in 
materials that may come in contact with food is an 
indirect food use

• The terms “direct” and “indirect” have been carried over 
from FDA and the next two slides describe how we use 
these terms at EPA
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Human Dietary Exposure
Direct Food Uses

• Direct food uses entail an approved treatment 
whereby contact of the food with the 
antimicrobial is expected, desired, and/or 
unavoidable

• Examples are treatment of livestock, egg 
washes, or fruit/vegetable rinses

• Detectable pesticide residues could result

• Likely to need a numerical tolerance
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Human Dietary Exposure
Indirect Food Uses - 1

• Indirect food uses are approved uses for which 
contact of the food with the antimicrobial is 
inadvertent or coincidental to the intended effect

• Residues may be expected, are often 
unavoidable, but are usually undesirable

• Examples are sanitization of countertops or milk 
tanks, or preservation of can seam cement or 
wax on food cartons
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Human Dietary Exposure
Indirect Food Uses - 2

• Residues from treatment of food contact 
surfaces may transfer to the food and from 
preserved materials may migrate into the food

• Residues are likely to be low or nondetectable

• Typically have a tolerance exemption with an 
upper limit on the treatment concentration of 
antimicrobial/sanitizer.
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Human Dietary Exposure
Other Potential Sources of Dietary

Exposure from Antimicrobials

• Runoff from preserved or surface-treated building 
materials into drinking water sources

• Leaching of wood preservative into water from treated 
pilings, piers, decks, etc.

• Leaching of antifoulant from treated boat hulls

• Migration from treated wood:
– Plant stakes
– Honey bee hives
– Truck beds
– Livestock water and feed troughs
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Human Dietary Exposure
Tiered Approach to Data Requirements

• Basic data/information used to make 
preliminary call on the need for a tolerance 
or tolerance exemption:
– Use directions on product labels
– Physical/chemical properties of the active 

ingredient
– Is there a likelihood of residues in food?
– Does the antimicrobial induce adverse 

systemic effects in mammals?
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Human Dietary Exposure
Tiered Approach to Data Requirements

• If residues are likely in food or drinking water, a dietary 
risk assessment is needed.

• Conservative dietary exposure modeling (FDA’s) is 
initially conducted and, if risk is not of concern, then 
residue chemistry data may not be required unless 
needed to set a tolerance.

• If conservative modeling demonstrates risks of concern, 
then residue chemistry data relevant to chemical-specific 
use scenarios are required.

• In lieu of these data, the registrant may elect to delete a 
use site from the registration.
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Human Dietary Exposure
What Data are Needed - 1

• Generally parallel residue chemistry data for 
conventional pesticides but very closely tied to 
chemical properties/use directions
– Nature of the residue in plants (metabolism), e.g., for 

fruit/vegetable rinse, aquatic crop treatment
– Nature of the residue in livestock, e.g., for livestock premise,

drinking water, or feed treatment
– Residue analytical methods:

• Data collection method if magnitude of residue (MOR) data done
• Enforcement method if numerical tolerance established
• Multiresidue method testing if numerical tolerance established

– Storage stability data validates MOR data by determining any 
change in nature or magnitude of residues in frozen samples
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Human Dietary Exposure
What Data are Needed - 2

– Crop field trials, e.g., for fruit/vegetable rinse, aquatic 
crop treatment, stored foods, indirect (food cartons)

– Meat, milk, poultry, and eggs, e.g., for livestock 
premise, drinking water, or feed treatment

– Potable water studies for aquatic uses, wood and 
materials preservation, livestock premise use

– Fish residue studies for aquatic uses
– Irrigated crop studies for certain aquatic uses
– Sanitizer residue study for use in food-handling 

establishments if food contact expected
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Human Dietary Exposure
What Data are Needed - 3

Anticipated residue (AR) studies:

• Data to refine dietary exposure needed when 
conservative risk assumptions indicate a concern

• While not necessarily reducing the exposure 
estimate, AR data usually increase the Agency’s 
confidence in the estimate

• Typically are chemical-specific and/or use pattern 
specific

• Where EPA relies on AR data, FQPA requires 
updated AR data in 5 years and thereafter as EPA 
deems appropriate
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Human Dietary Exposure
What Data are Needed - 4

Migration studies:

• A current practice of EPA for certain antimicrobials and of 
FDA for certain indirect food additives

• Required if the antimicrobial is used on food contact surfaces 
or to preserve food contact materials (caulk or lubricating 
grease in food processing plants, can seam cement, etc.)

• Required if conservative modeling indicates a risk of concern

• Study designed to determine magnitude of antimicrobial 
transfer from sanitized surfaces or migration from preserved 
materials to the inadvertently exposed food



75

Human Dietary Exposure
In Summation:

– A human dietary exposure assessment is needed for 
a food-use antimicrobial

– To conduct a human dietary exposure assessment, 
residue chemistry data are required depending on the 
ai properties and the use pattern

– Residue chemistry data requirements are tiered so 
that only certain studies are initially conducted

– A tolerance or tolerance exemption is necessary for a 
food-use antimicrobial

– If a conservative assessment reveals a risk of 
concern, then higher-tiered studies such as chemical-
specific, AR, and/or migration studies may be 
required 
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Questions?
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158W Antimicrobial Data 
Requirements Workshop

Proposed Environmental Fate 
Data Requirements

Najm Shamim, Ph.D.
Antimicrobials Division

November 6, 2008
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Background
• In most instances, proposed part 158W data requirements parallel

those for conventional pesticides – except for:

– 4 new data requirements for Wastewater Treatment Plant  
(WWTP)

– 1 new data requirement for wood preservatives
– 3 existing leaching study data requirements that are not 

applicable to conventional pesticides

• There are differences in how data are required because of the 12
different antimicrobial pesticide use patterns 

• Tiered data requirements - from less difficult to more complex; less 
expensive to more expensive; also depends on environmental 
exposure and/or risk concerns
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Need For Environmental Fate
Data

• Environmental fate data are used to determine:
– Where and how antimicrobial pesticides move in the 

environment – major routes of dissipation.
– How long will it persist in water and/or soils?
– What degradation products are produced and in what quantities?
– How much parent and/or degradate is likely to reach  

environmental compartments (e.g., surface water)?

• Agency evaluates lower tier environmental fate data, along with 
hazard data, and potential exposures (uses) to:
– Complete human and/or nontarget organism/plant risk 

assessments; 
– Determine if higher tier fate data are required to clarify fate of 

compounds and/or to refine or better characterize risk 
assessments
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Proposed New 
Data Requirements

• Five new environmental fate (158.2280) 
data requirements:

• Activated sludge sorption isotherm study (OPPTS 
835.1110)

• Photodegradation in soil (OPPTS 835.2410)
• Ready biodegradability study (OPPTS 835.3110)
• Porous pot study (OPPTS 835.3220)
• Modified activated sludge, respiration inhibition test 

(OPPTS 850.8600)
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Wastewater Treatment
Plant (WWTP) Data Requirements

• Four data requirements were proposed to assess 
possible adverse effects, and environmental fate and 
transport of antimicrobial pesticides in WWTPs.  
Specifically:
– Activated sludge sorption isotherm study

(OPPTS: 835.1110): Determine extent to which  
antimicrobial pesticide distributes itself between 
activated sludge as the sorbent and water as the 
solvent.

– Ready biodegradability study (OPPTS: 835.3110): 
Determine likelihood antimicrobial pesticide will 
rapidly and completely biodegrade in aquatic 
environments under aerobic conditions.
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WWTP Data
Requirements - 2

• Specifically:
– Porous pot study (OPPTS:  835.3220): Simulate 

processes in aeration basin of activated sludge 
treatment process, thus providing measure of extent 
of biodegradation or removal likely to occur during 
sewage treatment. This study is not required in all 
cases, but could be required if antimicrobial pesticide 
fails ready biodegradability study.

– Modified activated sludge, respiration inhibition 
test (OPPTS: 850.6800): Identify antimicrobial 
pesticides which may harm aerobic microorganisms 
found in biological WWTP systems and indicate 
suitable noninhibitory concentrations of antimicrobial 
pesticides to be used in ready biodegradability test.
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Photodegradation in Soil

• Why was a photodegradation in soil study 
proposed for wood preservatives?

– Wood preservatives (both the parent or transformation products) 
used outdoors can leach from preservative-treated wood into 
surrounding soils

– The study would provide data on dissipation, nature and 
persistence of wood preservative degradation products formed 
by soil surface photolysis

– Using these data Agency able to assess extent and duration of 
human (e.g., children playing below decks) and/or nontarget
organism exposures to soils adjacent to preservative-treated 
wood structures
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Leaching Data
Requirements

• Three existing leaching studies were proposed 
for 158W which are not applicable to 
conventional pesticides:

• AWPA E11-97: Standard Method of Determining the 
Leachability of Wood Preservatives

• AWPA E20-04: Standard Method of Determining the 
Leachability of Wood Preservatives In Soil Contact

• ASTM D5108-90: Standard Test Method For Organotin
Release Rates of Antifouling Coating Systems in Sea Water

(Note: This method was developed for organotin coatings, but has 
been used for other antifoulants.)
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Example: Low Environmental
Exposures

• 5 studies proposed in 158.2280 for lower tier 
(Tier I) “indoor” or “low environmental exposure”
uses:
– Hydrolysis (OPPTS 835.2120)
-- Photodegradation in water (OPPTS 835.2240)
– Activated sludge sorption isotherm (OPPTS 

835.1110)
– Ready biodegradability study (OPPTS 835.3110)
– Modified activated sludge, respiration inhibition test 

(OPPTS 850.6800)
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Example: Wood Preservative
Uses

• 6 studies proposed in 158.2280 for lower tier (Tier I) 
wood preservative uses
– Hydrolysis (OPPTS 835.2120)
– Photodegradation in water (OPPTS 835.2140)
– Photodegradation in soil (OPPTS 835.2410)
– Leaching and adsorption/desorption (OPPTS 

835.1230/1240)
– Aerobic soil metabolism (OPPTS 835.4100)
– Special leaching study

• AWPA E11-97: Standard Method of Determining 
The Leachability of Wood Preservatives

Note:  A change was made to this slide as a result of a comment at the workshop to correct the 
inadvertent omission of the aerobic soil metabolism study
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Environmental Fate Data –
Concluding Remarks

• Agency requires baseline (Tier I) environmental fate data
• Agency evaluates environmental fate data, lower tier 

nontarget organism and plant data, and potential 
exposures (uses) to:
– Determine potential risks to nontarget organisms and 

plants; and
– Determine if higher tier data are required to refine or 

better characterize risks
• Two examples of Tier I data were provided
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Questions?
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158W Antimicrobial Data 
Requirements Workshop

Proposed Nontarget
Organisms and Plant Protection 

Data Requirements

Rick Petrie
Antimicrobials Division

November 6, 2008
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Background

• Proposed part 158W data requirements are similar to 
those for conventional pesticides except for paint and 
wood leaching studies.

• There are differences in how data are required based on 
the 12 different antimicrobial pesticide use patterns 
previously described.

• Ecotoxicity data requirements are tiered – from shorter, 
less difficult acute tests to longer, more technically 
complex (and expensive) chronic tests.
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Use of Nontarget Organisms
and Plant Protection Data

• Nontarget organism and plant protection data are used 
for the following assessments (for all use patterns):
– Hazard and dose response,
– Labeling,
– Classification (e.g., restricted use), and
– Screening level environmental risk for non-endangered and 

endangered species (animals and plants).

• The Agency evaluates lower tier nontarget organism and 
plant data, along with potential exposures (label uses), 
and environmental fate data to:
– Determine potential risks to nontarget organisms and plants; and
– Determine if higher tier data are required to refine or better 

characterize risks.
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Ecotoxicity Studies Required For 
“Low Environmental Exposure” Uses

(Tier 1)

• Four studies are required for lower tier “low 
environmental exposure” uses, as proposed in 
158.2240 and 2250:

– Acute Avian oral LD50, Bobwhite quail or Mallard 
duck, (OPPTS 850.2100)

– Acute freshwater invertebrate toxicity, Daphnia 
magna, (OPPTS 850.1010)

– Acute freshwater fish toxicity, Bluegill sunfish or 
Rainbow trout, (OPPTS 850.1075)

– Aquatic plant growth, freshwater green alga, 
Selenastrum capricornutum, (OPPTS 850.5400)
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Ecotoxicity Studies Required for “High 
Environmental Exposure” (Tier 1)

• Eleven studies are required for lower tier “high environmental 
exposure” uses such as outdoor wood treatments, as 
proposed in 158: 2240 and 2250:
– Avian acute oral LD50, 1 species, Bobwhite quail or Mallard 

duck, (OPPTS 850.2100)
– Freshwater invertebrate acute toxicity, 1 species, Daphnia 

magna, (OPPTS 850.1010)
– Freshwater fish acute toxicity, 2 species: Bluegill sunfish and 

Rainbow trout, (OPPTS 850.1075)
– Seedling emergence, 1 species, rice - Oryza sativa, (OPPTS 

850.4225)
– Vegetative vigor, 1 species, rice - Oryza sativa, (OPPTS 

850.4250)
– Aquatic vascular plant, 1 species, Lemna gibba, (OPPTS 

850.4400)
– Aquatic non-vascular plants, 4 species, Selenastrum

capricornutum, Anabaena flos-aquae, Navicula pelliculosa, and 
Skeletonema costatum, (OPPTS 850.5400)
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Concluding Remarks

• The Agency requires baseline (Tier I) nontarget
organism and plant protection data for all antimicrobial 
uses.

• The Agency evaluates lower tier nontarget organism and 
plant data, label uses, and environmental fate data to:
– determine potential risks to nontarget organisms and 

plants; and
– determine if higher tier data are required to refine or 

better characterize risks.

• Two examples of Tier I data (low and high environmental 
exposures) were provided.
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Questions?
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Lunch
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Down-the-Drain Model
• Screening-level model developed by EPA/OPPT 

for estimating concentrations of chemicals in 
surface water as a result of disposal of 
consumer products into household wastewaters; 
module of E-FAST (Exposure and Fate 
Assessment Screening Tool), Version 2

• Assumes household wastewaters undergo 
treatment at a local wastewater treatment plant 
(WWTP) and treated effluent is subsequently 
discharged into surface waters
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Down-the-Drain Model
• Estimates potential exposure to aquatic organisms 

downstream of WWTPs that receive household 
wastewaters; assumes all wastewaters entering a 
WWTP are from residential sources 

• Accounts for removal of chemicals (e.g., antimicrobial 
pesticides) during wastewater treatment

• Estimates the number of days per year that the 
concentration of a chemical in surface water downstream 
of a WWTP exceeds concentrations of concern (COCs) 
for aquatic life
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Down-the-Drain Model

• COCs for aquatic life are based on 
ecotoxicity endpoints for aquatic animals 
and plants, and include uncertainty 
factors, if appropriate

• COC is that concentration of chemical 
which, if exceeded in the environment, 
may cause a significant risk to aquatic 
animals and/or plants
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Down-the-Drain Model

• Also provides estimates of potential 
exposure to humans from ingestion of 
drinking water and fish

• Estimates of exposure to humans from 
ingestion of drinking water assume no 
removal during drinking water treatment, 
but account for removal during wastewater 
treatment
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Down-the-Drain Model
• Theoretical Basis (Principles of the Model)

– Uses daily per capita release of household 
wastewaters, stream dilution factors (i.e., ratio of 
stream flow to WWTP flow) and WWTP removal 
efficiency to provide both high-end and median time-
averaged surface water concentrations of chemicals 
discharged by wastewater treatment plants receiving 
household wastewaters

– Total daily per capita release of a chemical in 
household wastewaters is estimated by dividing the 
mass of chemical discharged to these wastewaters by 
the U.S. population
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Down-the-Drain Model

• Theoretical Basis (cont)
– For WWTPs receiving household wastewaters, 

stream dilution factors (stream flow / WWTP flow) are 
ranked and results are reported in terms of 
percentiles of the distribution of data

– The high-end scenario uses surface water 
concentrations based on the 10th percentile stream 
dilution factor (SDF); the average scenario uses 
surface water concentrations based on the 50th

percentile SDF
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Down-the-Drain Model
• Theoretical Basis (cont)

– Surface water concentrations are estimated 
under four receiving stream flow conditions for 
both high-end (10th %ile SDF) and average 
(50th %ile SDF) scenarios 

– For aquatic life exposures:
• 1Q10 – lowest 1-day flow over any 10-year 

period
• 7Q10 – lowest consecutive 7-day average 

stream flow over any 10 year period
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Down-the-Drain Model
• Theoretical Basis (cont)

– For human exposures:
• 30Q5 – lowest consecutive 30-day average stream 

flow over any 5-year period
• Harmonic mean – derived from the arithmetic 

mean flow by taking the inverse mean of reciprocal 
daily arithmetic mean flow values

• Probability of exceeding COCs is based on the 
probability distribution of the concentration in the stream 
(probabilistic dilution modeling)
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Down-the-Drain Model
• Theoretical Basis (cont)

– Removal of a chemical during wastewater treatment 
can occur by processes such as:

• biodegradation by wastewater treatment plant 
microorganisms

• adsorption to sludge and bio-solids
• volatilization/stripping
• hydrolysis

– Removal of a chemical during wastewater treatment 
is based on chemical-specific properties

– Removal can be estimated from models (such as the 
Sewage Treatment Plant (STP) fugacity model); lab 
or field test data (such as bench top fate tests); or 
expert judgment
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Down-the-Drain Model

• Theoretical Basis (cont)
– For estimating removal of metals during wastewater 

treatment, must use expert judgment, or lab or field 
test data since no models for estimating removal of 
metals during wastewater treatment have been 
identified

– In the absence of reliable data on removal efficiency 
of a chemical, can assume no removal during 
wastewater treatment
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Down-the-Drain Model
• Model Input Parameters

– Used to estimate surface water concentrations to 
which humans and aquatic animals/plants are 
potentially exposed:

• Production volume of chemical or WWTP influent volume 
(kg/yr)

• Percent removal of chemical during wastewater treatment
• Concentrations of concern (COCs) based on ecotoxicity 

endpoints for aquatic animals and plants
– Exposure duration (years) used to estimate exposure 

to humans from ingestion of drinking water
– Bioconcentration factor in fish (BCF) used to estimate 

exposure to humans from ingestion of fish
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Down-the-Drain Model
• Model Output

– Number of days per year and percent of year that  
COCs for aquatic animals and plants are exceeded for 
both high-end (upper 10th percentile of stream dilution 
factors) and average (50th percentile of stream dilution 
factors) scenarios 

– Stream flow concentrations for four stream flow 
conditions (1Q10, 7Q10, 30Q5, and harmonic mean) 
for both high-end and average scenarios

– Estimates of potential lifetime average daily dose and 
potential acute dose rate to humans from ingestion of 
drinking water and fish
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Down-the-Drain Model 
• Model Outputs (cont)

– The number of days per year of exceedance of the 
COC for an aquatic organism provides an indication 
of whether or not there is a potential for risk

– In EPA/OPPT, when evaluating potential risk from 
effects to aquatic invertebrates and fish

• Exceedance of the chronic COC for 20 or more days triggers 
potential for concern

• Exceedance of the acute COC for 4 or more days triggers 
potential for concern

• Exceedance of COC for algae for 4 days or less may trigger 
a concern and is evaluated on a case-by-case basis 
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Down-the-Drain Model

• Model Sensitivity and Trends
– Estimates of potential exposure 

increase as
• WWTP influent volumes increase
• WWTP removal efficiencies decrease
• COC values decrease (i.e., aquatic 

toxicity increases)
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Down-the-Drain Model
• Model Sensitivity and Trends (cont)

– With COC of 10 ppb (very highly toxic to aquatic 
organisms) based on a high-end scenario

• At 100 million kg/yr WWTP influent volume, COCs are 
exceeded 305 of 365 days a year with 90% removal; 358 of 
365 days a year with 50% removal; and 363 of 365 days a 
year with no removal

• At 10 million kg/yr WWTP influent volume, COCs are 
exceeded 113 of 365 days a year with 90% removal; 259 of 
365 days a year with 50% removal; and 305 of 365 days a 
year with no removal

• At 1 million kg/yr WWTP influent volume, COCs are 
exceeded 4 days a year with 90% removal; 58 days a year 
with 50% removal; and 113 days a year with no removal
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Down-the-Drain Model
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Down-the-Drain Model
– With COC of 200 ppb (highly toxic to aquatic 

organisms) based on a high-end scenario
• At 100 million kg/yr WWTP influent volume, COCs 

are exceeded 58 of 365 days a year with 90% 
removal; 200 of 365 days a year with 50% 
removal; and 259 of 365 days a year with no 
removal

• At 10 million kg/yr WWTP influent volume, COCs 
are exceeded <1 of 365 days a year with 90% 
removal; 22 of 365 days a year with 50% removal, 
and 58 of 365 days a year with no removal
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Down-the-Drain Model
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Down-the-Drain Model

• Case Studies
– To evaluate the testing approach proposed in part 

158W for assessing exposure and risk to chemicals 
that are released down-the-drain, OPP developed 
case studies based on four existing antimicrobial 
pesticides

– Chemicals selected for the case studies represent a 
range of wastewater treatment plant influent volumes, 
ecological effects, and general environmental fate 
and transport properties
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Down-the-Drain Model

• Case Studies (cont)
– Goal was to determine:

• Whether or not the proposed data 
requirements are appropriate

• Whether or not the tiered testing strategy 
will provide the data needed to assess 
exposure and risk from down-the-drain 
releases of antimicrobial pesticides
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Down-the-Drain Model 
• Case Studies (cont)

– Selected at least one chemical expected to trigger 
higher tier data requirements and at least one 
expected to trigger no higher tier data requirements

– Studies are based on existing antimicrobial pesticides 
with some hypothetical input data used to fill data 
gaps and/or provide sufficiently different key 
environmental fate and transport properties to be able 
to more rigorously test the proposed tiered approach 
for assessing exposure and risk to antimicrobial 
pesticides disposed down the drain

– Case studies were reviewed by other EPA program 
offices, including OW and OPPTS/OPPT
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Down-the-Drain Model
• Case Studies (cont)

– Chemical A:
• High WWTP influent volume, high toxicity to fish 

and aquatic invertebrates, high hydrolytic stability, 
high potential to biodegrade during wastewater 
treatment, and low to moderate potential to adsorb 
to activated sludge

• Environmental fate/transport and ecological effects 
have been thoroughly studied as a result of 
detection in surface waters downstream of 
wastewater treatment plants located throughout 
the U.S.
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Down-the-Drain Model 

• Case Studies (cont)
– Chemical A – Model Inputs

• WWTP Influent volume: 100 million kg/yr
• LC50 for freshwater fish: 0.29 mg/L
• Acute COC for freshwater fish: 150 ppb
• EC50 for freshwater invertebrates: 0.39 mg/L
• Acute COC for freshwater invertebrates: 200 ppb
• Removal during wastewater treatment: 90%
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Down-the-Drain Model 

• Case Studies (cont)
– Chemical A – Model Results

• For high-end scenario:
– Acute COC of 150 ppb for freshwater fish exceeded 79 

days/year
– Acute COC of 200 ppb for freshwater invertebrates 

exceeded 58 days/year
• For average scenario:

– Acute COC of 150 ppb for freshwater fish exceeded 9 
days/year

– Acute COC of 200 ppb for freshwater invertebrates 
exceeded 6 days/year
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Down-the-Drain Model 

• Case Studies (cont)
– Chemical A – Higher Tier Studies Triggered Include:

• Aquatic invertebrate life cycle
• Fish full life cycle
• Fish early life stage
• Aquatic organisms bioavailability/biomagnification
• Whole sediment for freshwater and marine invertebrates
• Surface water monitoring
• Aerobic and anaerobic soil metabolism
• Aerobic and anaerobic aquatic metabolism
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Down-the-Drain Model

• Case Studies (cont)
– Chemical B: 

• Relatively low to moderate wastewater treatment 
plant influent volume

• High toxicity to fish and aquatic invertebrates
• High hydrolytic stability
• Moderate biodegradability during wastewater 

treatment
• No data on potential to adsorb to activated sludge



124

Down-the-Drain Model 

• Case Studies (cont)
– Chemical B – Model Inputs

• WWTP Influent Volume: 1 million kg/yr
• LC50 for freshwater fish: 0.28 mg/L
• Acute COC for freshwater fish: 140 ppb
• EC50 for freshwater invertebrates: 0.006 mg/L
• Acute COC for freshwater invertebrates: 3 ppb
• Removal during wastewater treatment: none
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Down-the-Drain Model 

• Case Studies (cont)
– Chemical B – Model Results for High-End 

Scenario
• Acute COC of 140 ppb for freshwater fish 

exceeded 2 days/year
• Acute COC of 3 ppb for freshwater invertebrates 

exceeded 226 days/year
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Down-the-Drain Model 

• Case Studies (cont)
– Chemical B – Higher Tier Studies Triggered 

Include:
• Aquatic invertebrate life cycle
• Fish full life cycle
• Fish early life stage
• Aquatic organisms bioavailability/biomagnification
• Whole sediment acute for freshwater and 

estuarine/marine invertebrates
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Down-the-Drain Model

• Case Studies (cont)
– Chemical C:

• Organic acid
• High wastewater treatment plant influent volume
• Potential to bioaccumulate
• High water solubility
• No environmental fate data
• No ecological effects data
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Down-the-Drain Model 

• Case Studies (cont)
– Chemical C – Model Inputs

• WWTP influent volume: 1 million and 100 million 
kg/yr

• No acute or chronic data available for freshwater 
fish and invertebrates

• COCs: 100, 50, and 1 ppb
• Removal during wastewater treatment: none
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Down-the-Drain Model 

• Case Studies (cont)
– Chemical C – Model Results for High-

End Scenario
• At 100 million kg/yr

– COC of 100 ppb exceeded 305 days/yr
– COC of 50 ppb exceeded 336 days/yr
– COC of 1 ppb exceeded 365 days/yr

• At 1 million kg/yr,
– COC of 100 ppb exceeded 4 days/yr
– COC of 50 ppb exceeded 15 days/yr
– COC of 1 ppb exceeded 305 days/yr
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Down-the-Drain Model 

• Case Studies (cont)
– Chemical C – Model Results for 

Average Scenario
• At 100 million kg/yr

– COC of 100 ppb exceeded 62 days/yr
– COC of 50 ppb exceeded 86 days/yr
– COC of 1 ppb exceeded 271 days/yr

• At 1 million kg/yr,
– COC of 100 ppb exceeded <1 day/yr
– COC of 50 ppb exceeded 2 days/yr
– COC of 1 ppb exceeded 62 days/yr
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Down-the-Drain Model

• Case Studies (cont)
– Chemical D:

• Mixture of two organic chemicals
• Relatively low wastewater treatment plant influent 

volume
• High resistance to biodegradation during 

wastewater treatment
• Low potential to adsorb to activated sludge
• Fairly low toxicity to fish and aquatic invertebrates
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Down-the-Drain Model

• Case Studies (cont)
– Chemical D – Model Inputs and Results

• WWTP Influent Volume: 100 million kg/yr
• No removal during wastewater treatment
• Highest acute toxicity endpoint value available for aquatic 

organisms tested: LC50 for freshwater fish of 18.4 mg/L
• Slightly toxic to freshwater fish since LC50 > 10- 100 mg/L
• COC = 9200 ppb
• At 100 million kg/yr WWTP influent volume, for high-end 

scenario COC exceeded 5 days/yr
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Down-the-Drain Model
• Case Studies (cont)

– The case studies demonstrated that the proposed 
approach distinguishes between chemicals that will 
require more in-depth review and therefore, higher-
tiered studies versus those chemicals that require 
only the lower-tier environmental fate and ecotoxicity 
studies

– For more information on the case studies, go to 
www.regulations.gov and access docket # EPA-HQ-
OPP-2008-0110.  

– Specific details of the case studies are in docket document 44.

http://www.regulations.gov/
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Down-the-Drain Model 

• In summary, estimates of potential 
exposure increase as

• WWTP influent volumes increases
• WWTP removal efficiencies decrease
• COC values decrease (i.e., aquatic 

toxicity increases)
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Questions?
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Break
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158W Antimicrobial Data 
Requirements Workshop

Use of Structure-Activity Relationship (SAR) 
Information and Quantitative SAR 

(QSAR) Modeling

Jonathan Chen, Ph.D.              
Antimicrobials Division

November 6, 2008
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Definitions
• Structure-Activity Relationship (SAR) is a 

process in which the molecular structure of a chemical is compared 
to that of structurally-related chemicals for which data are available. 
These structural similarities are then used to make predictive 
judgments about the physical, chemical and/or biological activity of 
the concerned chemical. Thus, data derived via an SAR type of 
process is not data measured in laboratory studies, but 
predicted endpoints based on the assumption that structural 
similarities correlate with common biological activity or 
physical properties.

• QSARs are mathematical equations that describe correlations 
between a chemical’s structural features and the potency or activity 
of the endpoint being modeled.
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History of Using SAR/QSAR
in EPA

Office of Pollution Prevention and Toxics

• The Interagency Testing Committee (ITC): An independent advisory 
committee that screens chemicals or classes of chemicals and prioritizes 
them for testing.

• The New Chemicals Program (NCP): The NCP uses an expert judgment 
SAR approaches, chemical categories, and QSAR/Expert system to assess 
human health endpoints and has developed QSAR models to evaluate
physical, chemical and environmental fate properties and ecological effects.

• Chemical Assessment and Management Program (ChAMP): A new 
program (created in 2007) to assure the safe manufacture and use of 
industrial chemicals that applies the lessons learned from EPA’s  work on 
the High Production Volume Challenge Program.  Uses expert judgment 
SAR approaches, chemical clustering, and QSAR/Expert systems to assess 
human health endpoints and QSAR models to evaluate physical, chemical 
and environmental fate properties and ecological effects.
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History of Using SAR/QSAR
in EPA

• Office of Pesticide Programs (OPP)
– Began on a case-by-case basis to rely on qualitative 

SARs, as performed by OPPT, as part of its 
regulatory decision-making process. 

– The OPP approach considers all available 
information, including SAR assessments, information 
from open literature, risk assessments performed by 
other organizations, and data from guideline studies 
that could be integrated as part of a weight-of-
evidence evaluation.
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Strengths and Weaknesses 
of Using SAR/QSAR

• Strengths:
– Potentially would consume less time than conducting a study
– Fewer studies means less use of test animals. Especially for toxicity testing, 

fewer studies may be needed by targeting the testing to the effects of concern.
– Save resources and increase efficiency by using relevant information already 

available on structurally-similar chemicals. 

• Weaknesses:

– Predictions are limited to chemicals:
• that belong to the same chemical class (i.e., similar chemical structure) and 

for that class, there is a sufficient amount of information for a particular 
endpoint  

OR
• that display a common mode of action (MOA) and presently there are 

limitations on the knowledge base/rules on MOA.
– One model’s prediction may not be sufficient.  Higher confidence from using a 

“consensus” modeling approach with two or more QSAR models.
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Information Needed

The information/data must be:
– Relevant to evaluating the chemical’s end-point of 

concern (physical chemical property, environmental 
fate, or biological). 

– Must be credible and scientifically valid.
– Models must be validated and the basis for the results 

must be transparent and reproducible.  The criteria 
must be make clear.

For more information on OPP’s use of SAR/QSAR, go to 
www.regulations.gov and access docket # EPA-HQ-
OPP-2008-0110.  

– Specific details concerning the information that EPA could find useful 
when evaluating an SAR or QSAR are in docket document 45.

http://www.regulations.gov/
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Principles for QSAR 
Validation

• QSAR modeling (quantitative analysis) should 
be transparent and include:

– A clearly defined endpoint 
– A defined domain of applicability
– Appropriate measures of goodness-of-fit, 
– Robustness and predictivity, 
– A mechanistic interpretation/mode of toxic action 

understanding, if possible
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Considerations for Using 
SAR/QSAR

• Initially, an SAR approach requires planning and 
may impose the same burdens and costs as that 
of conducting a measured study.

• An SAR or QSAR should never be used to 
replace available, reliable, measured data.

• In a data hierarchy, measured ‘reliable’ data on 
the specific chemical substance under review 
carries the greatest weight and SAR/QSAR 
would carry less weight, in comparison.
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Considerations for Using 
SAR/QSAR - 2

• Applicants are cautioned that if the Agency 
determines that the SAR or QSAR do not fulfill a 
particular data requirement, then the registration 
may be delayed while a study (measured data) 
is completed.

• Registrant SAR submissions will build OPP’s
collective experience and future predictive 
abilities.

• OPP’s use of QSAR/SAR for antimicrobials will 
be handled on a case-by-case basis.
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SAR/QSAR Summary
• OPP will consider submissions using appropriate 

SAR analyses and QSAR modeling to supplement 
or fulfill data requirements for antimicrobials. 

• The submitter of an SAR or QSAR is expected to 
describe the utility of the information and provide 
documentation on its scientific validity.

•

• OPP will evaluate the information and determine 
whether the data requirement can be addressed 
by the SAR/QSAR Approach.
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Comments
– The Agency seeks comment on the use of 

predictive techniques to fulfill the proposed  
part 158 subpart W data requirements, and 
specifically on when and how SAR and QSAR 
should be used for a regulatory decision.

– For more information and examples of how 
OPP has used predictive techniques, go to 
www.regulations.gov and access docket # 
EPA-HQ-OPP-2008-0110. 

– The SAR/QSAR White Paper is docket document 45

http://www.regulations.gov/
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Questions?
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158W Antimicrobial Data 
Requirements Workshop

Next Steps:  Process for the Final Rule

Kathryn Boyle
Field and External Affairs Division

November 6, 2008
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The First Next Step

• We must document that this Workshop 
occurred 

• All of our presentations will be placed into 
the docket tomorrow along with the 
workshop’s agenda and attendee list
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Process for Finalizing 
the Rule

• Comment Period
• Response to Comments
• Drafting of Final Rule
• External Review
• Publication
• Implementation
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Comment Period

• Ends on January 6, 2009

• Docket:  EPA-HQ-OPP-2008-0110

• Several ways of submitting comments
– Electronically at regulations.gov
– Write a letter (in-person delivery, US mail, or 

courier service)
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Comment Period - 2

• In submitting your comments
– Be specific
– Include anything that you want the Agency to 

consider
– Explain why you agree or disagree
– Suggest alternatives
– Provide examples
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Response to Comments

• Analyze comments by issue and position
• Combine similar comments
• Analyze issues and, as needed, develop 

options
• Create responses
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Drafting of Final Rule

• Agency’s responses to comments guides 
preamble and rule text development

• Preamble discusses significant comments 
and any changes resulting from the 
comments

• Rule text is drafted last
• Economic Analysis is revised, as needed
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External Review

• FIFRA Scientific Advisory Panel
• U.S. Department of Agriculture
• Department of Health and Human 

Services
• Congressional Committees
• Office of Management and Budget

– Review and approval under E.O. 12866
– 3 months



157

Publication

• Docket preparations (same docket 
number)
– Response to comments document
– Changes as a result of OMB review
– Any needed support documents

• Final rule publishes
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Implementation

• Once final, the data requirements will 
apply to all new applications and 
submitted applications in the review 
process

• Is a limited transition “window” needed?
• We are asking for comments “on 

implementing the effective date of the final 
rule”
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Finally
• In submitting your comments

– Be specific
– Include anything that you want the Agency to 

consider
– Explain why you agree or disagree
– Suggest alternatives
– Provide examples

• For any questions concerning the process:
– Kathryn Boyle
– 703.305.6304
– Boyle.kathryn@epa.gov
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Questions?
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158W Antimicrobial Data 
Requirements Workshop

Closing Remarks

Jennifer McLain, Chief
Policy and Regulatory Services Branch

Field and External Affairs Division
November 6, 2008
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Review of Workshop
Purpose

• To promote greater understanding of the 
proposed rule
– Explain provisions
– Answer clarifying questions

• We hope these goals have been achieved!
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Submitting Comments

• In submitting your comments
– Be specific
– Include anything that you want the Agency to 

consider
– Explain why you agree or disagree
– Suggest alternatives
– Provide examples
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Next Steps

• Final rule promulgation projected for Fall 2010

• Even as we move toward the final rule, change 
is happening
– PPDC Work Group on 21st Century Toxicology/New 

Integrated Testing Strategies
– SAR/QSAR
– Collaboration with Office of Research and 

Development on Comp ToxTM

– More efficient animal testing
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Thanks for Participating

• OPP thanks the attendees for participating in the 
workshop

• Let us know your thoughts about the workshop  
(please take the survey)

• Please note the survey is only for providing 
feedback on the workshop and is not a 
mechanism for providing comments on the 
proposed rule.
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Questions?
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1. What has been happening with the POTW and runoff portions of the 
reevaluation? 
 
Monitoring in Publicly Owned Treatment Works (POTWs) 
 

a. What has DPR required? 
The Department of Pesticide Regulation (DPR) is requiring the Pyrethroid 
Working Group (PWG) to survey the effluent of representative POTWs to 
determine if pyrethroid active ingredients are passing through the water 
treatment process into surface waters of the State. 
 

b. What have registrants submitted?  
In March 2007, the PWG submitted a proposal to address the fate of 
pyrethroids in POTWs. DPR sent the POTW proposal to key stakeholders 
for comment. In April 2007, DPR received comments on the proposal 
from Tri-TAC, a technical advisory committee for POTWs in California. 
The PWG established a small working group with DPR staff and members 
of Tri-TAC to exchange information and to jointly develop study 
protocols. 
 

c. What is the status of submittals by registrants?  
In October 2007, DPR determined that the proposal is likely to provide 
acceptable information and requested a list of activities and milestones by 
the last quarter of 2007. In April 2008, the PWG provided a progress 
report with draft activities and milestones developed in concert with  
Tri-TAC. DPR anticipates a final list of activities and milestones in the 
fourth quarter of 2008. 
 

d. Has DPR met with registrants about this or provided feedback to 
registrants yet? 
On September 17, 2008, DPR participated in a conference call with  
Tri-TAC, PWG, the State Water Resources Control Board (SWRCB), and 
TDC Environmental. The following topics were discussed: analytical 
methods for effluent water, influent water, and biosolids; treatability 
studies for aerobic and anaerobic digestion processes; and monitoring. As 
an outcome of the conference, Tri-TAC surveyed its membership to 
collect information on existing pyrethroid monitoring and toxicity data; 
and to collect and provide samples of secondary and tertiary effluent for 
the validation of the effluent method. Tri-TAC finalized their survey and 
the survey is currently with their membership, and samples for method 
validation were sent to the contract laboratory for analysis. PWG indicated 
that it would submit a concept monitoring study to DPR in the fourth 
quarter of 2008. 
 
On November 4, 2008, PWG met with DPR to provide an update on its 
POTW work. The analytical method validation is underway at CRG 
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Marine Labs for influent, effluent, and natural surface waters. The 
treatability studies will test the disposition of pyrethroid in representative 
treatment processes. It will simulate both aerobic and anaerobic digestions 
in a laboratory setting. A study protocol is being developed by an 
engineering firm named HydroQual. The PWG believe the treatability 
study should explain the fate of pyrethroids without lengthy testing. 
Monitoring water at POTWs will provide an indication of potential 
concentrations of pyrethroids in influent and effluent from representative 
water treatment plants. The conceptual monitoring study is drafted 
outlining scope and sampling frequency. Six POTWs will be monitored 
monthly with two weeks of daily sampling, looking at influent and 
effluent water, partnering with POTWs for water sampling. The target date 
for monitoring is the first quarter of 2009. 
 

e. What are next steps? 
The PWG and POTWs are interacting to develop a methodical approach to 
studying treatment processes and determining the fate of pyrethroids in 
POTWs. DPR is confident that the PWG, in concert with Tri-TAC, will 
develop a protocol for a survey. The treatability study, monitoring, and 
analytical methods development should address the fate of permethrin in 
POTWs. If Tri-TAC and PWG are unable to develop a protocol for a 
survey, then DPR will require PWG to develop a draft protocol for a 
survey. DPR will submit the draft protocol to the various stakeholders 
(Tri-TAC, CASQA, Water Boards, U.S. EPA) for review and comment 
before PWG initiates the survey. 
 

f. What is the schedule? 
The PWG will submit a conceptual design document to both Tri-TAC and 
DPR in the fourth quarter of 2008 with actual monitoring at POTWs 
targeted for the first quarter of 2009. Method validation for analytical 
methods development is currently underway. At this time, the treatability 
study is being developed by an engineering firm (HydroQual). 
 

g. What is the path forward for understanding what's happening at 
POTWs? 
The current goal is not to understand what is happening at POTWs. The 
current goal is to determine if POTW effluent is a source of pyrethroids 
found in surface water sediments. If POTW’s effluent is found to be a 
source of pyrethroids found in sediments, then DPR will determine what 
data is needed to mitigate POTW effluent as a source. 
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Transport Mechanisms and Mitigation 
 
a. What has DPR required? 

DPR is requiring registrants to identify the sources (use patterns) of 
pyrethroids causing sediment toxicity. In addition, DPR is requiring 
registrants to identify effective management practices that prevent 
pyrethroids from causing sediment toxicity. 
 

b. What have registrants submitted?  
In July 2007, PWG submitted a plan to address transport mechanisms and 
mitigation, and explained how two submitted study proposals addressed 
off-site movement of pyrethroid residues. The two proposals are entitled 
“Investigation of Sediment Toxicity in Kirker Creek and Pleasant Grove 
Creek Phase I: Ground Truthing Land Uses and Stormwater Input Points” 
and “The Use of Agricultural Sediment Basins as a Best Management 
Practice in Irrigated Tomatoes.” 
 
In October 2007, DPR received comments from U.S. EPA Region 9, 
SWRCB, and CASQA. As a result of the comments received, DPR 
requested PWG provide feedback on a number of early mitigation 
measures addressing urban runoff. The proposed early mitigation 
measures included: prevent wash off of pre-construction termiticides; 
modify product labels to limit impervious surface applications; prohibit 
outdoor, above ground applications of pyrethroids prior to and during rain; 
and modify labels to include additional water quality protection directions. 
In April 2008, PWG provided their perspective on the stakeholder reviews 
of the PWG study proposals and proposed early mitigation measures. In 
May 2008, PWG met with U.S. EPA to discuss the possibility of adding 
the early mitigation measures to labeling to approximately 2,500 
pyrethroid containing products.  
 
In February 2008, PWG submitted two additional study proposals entitled, 
“Study Number 08-01: Building Material Wash-off Study” and “Study 
Number 08-02: Grass Runoff Study.” In April 2008, DPR received 
comments from U.S. EPA Headquarters and Region 9, SWRCB, and 
CASQA on these two proposals. In May 2008, DPR notified PWG that 
their study protocols should accomplish the stated objectives which are to: 
identify the most important above ground building material scenarios for 
potential future management practice studies; and to compare runoff 
losses from grass irrigated under best practice to runoff losses from 
excessive lawn irrigation. 
 
In August 2008, PWG submitted study concept for study number 08-03 
entitled, “Controlled use urban monitoring study.” The concept was sent to 
stakeholders for comment. 
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c. What is the status of submittals by registrants?  
In June and July of 2008, DPR received two final reports: investigating 
use of a sediment basin to address off site movement in agricultural 
settings; and investigating potential urban sources by analyzing two creeks 
in California. The urban source investigation provided further direction for 
studying off-site movement. DPR anticipates providing a formal review of 
the agricultural use sediment basin report in the fourth quarter of 2008. 
 
DPR anticipates receiving the final reports for the building material  
wash-off and grass runoff studies in the fourth quarter of 2008. 
 
DPR anticipates considering stakeholder comment and providing feedback 
on PWG’s controlled use study number 08-03 in the fourth quarter of 
2008. 
 

d. Has DPR met with registrants about this or provided feedback to 
registrants yet? 
DPR met with PWG on November 4, 2008 to discuss the preliminary 
results of building material wash-off and grass runoff studies. In addition, 
PWG provided DPR with some of the challenges they are experiencing in 
locating a city for the controlled use study.  
 

e. What are next steps? 
DPR is working proactively with U.S. EPA and registrants to develop 
early mitigation label language specific to professional use of 
preconstruction termiticides and consumer/homeowner (non-agricultural 
end use products). In addition, PWG has met with DPR to discuss 
developing a product stewardship program targeted to educate 
homeowners on the use of pyrethroids. The target message would be to 
apply products responsibly and promote specific pyrethroid management 
practices.  
 

f. What is the schedule? 
In 2009, PWG is proposing to perform follow up studies on building 
material wash off; a controlled use urban monitoring study (provided 
PWG locates a participating city); performing an off target application 
study; and, continue bioassessment and stream bed composition studies in 
Kirker Creek and Pleasant Grove Creek, while expanding out to another 
urban dominated creek. PWG also indicated that it may consider 
performing small scale experiments with perimeter treatment mitigation 
options around residential homes. 
 

g. What is the path forward to resolving the identified urban runoff 
problem? 
There is no current schedule for resolving the identified urban runoff 
problem. Data is needed to identify sources of toxicity and management 
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practices to prevent toxicity. When data are available DPR will implement 
the management practices. 

 
2. Registrant submittals and water quality agency comment: 

 
a. What is DPR planning to do? 

DPR will continue to solicit stakeholder comments on PWG plans, 
protocols, and reports, as we receive them. 
 

b. What are registrants planning to do and by when? 
As identified above, registrants are currently preparing final reports 
addressing off-site movement in turf and building materials. PWG is 
working with Tri-TAC to develop a conceptual design document to 
address the fate of permethrin in POTWs. DPR anticipates this document 
in the fourth quarter of 2008, with actual monitoring at POTWs targeted 
for the first quarter of 2009. 2009 studies to address off-site movement 
were identified above. 
 

c. What is happening on agricultural side of the issue? 
On February 21, 2008, U.S. EPA notified certain agricultural use 
pyrethroid containing products that they must revise their labels to include 
updated spray drift language. This language provides for the use of 
vegetative buffer strips of 10 feet between the field and down gradient 
aquatic habitat; adds buffer zones specific to application methods; and 
adds typical spray drift requirements. 
 
The identified agricultural use products are submitting label amendments 
in California to include the spray drift language as stated in the U.S. EPA 
letter. 
 

3. What do we know about the timeline for the reevaluation? 
There is no specific timeline for completing the pyrethroid reevaluation. DPR 
expects the reevaluation to take years to complete. However, DPR will put 
effective mitigation practices in place when identified. 
 

4. What can DPR say about schedule for implementing action to end the 
toxicity? 
Data are needed to identify the sources of toxicity and management practices to 
prevent toxicity. When data are available, DPR will implement the management 
practices. 
 

a. What constraints does DPR face? 
DPR has a finite amount of resources to put towards the pyrethroid 
reevaluation. 
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5. Document availability: 
a. What documents will be public and when? 

The California Public Records Act (PRA) requires DPR to make public 
records available upon request. A provision of Government Code  
Section 6254.2 protects trade secret information deemed confidential 
under federal law. Further information on the PRA may be obtained on 
DPR’s Web site at <www.cdpr.ca.gov/public_r.htm>. 
 

b. If some documents will not be made public, why not?  
With the exception of documents that are not required to be disclosed 
under PRA, DPR makes all documents available to the public. 
 

c. Is DPR still planning an additional web page or pages for pyrethroid 
reevaluation documents, etc.? 
DPR currently has a pyrethroid reevaluation Web page. This Web page 
provides the public with a list of all documents related to the pyrethroid 
reevaluation. The Web page is located at: 
<www.cdpr.ca.gov/docs/registration/reevaluation/chemicals/pyrethroids.ht
m>. Choose the hyperlink titled, “List of documents related to the 
pyrethroid reevaluation.” This page is updated as resources allow. 

 
Note: We’re hearing a lot of questions about schedules since new permits have 
either been recently issued or are in the works that could cause compliance issues 
for municipalities. For example, in San Diego new permit monitoring requirements 
have already triggered expensive responses by municipalities. A verbal 
acknowledgement of the regulatory pressures and costs municipalities face would be 
helpful.  
 
DPR would be very interested in receiving specific facts and figures documenting the 
costs to specific municipalities as a result of pyrethroid toxicity. DPR staff look forward 
to receiving such documentation. 
 
Additional: 
Can you elaborate on the small but helpful changes in DPR's process for 
stakeholder engagement made after our last UPC meeting? 
 
Staff in the Environmental Monitoring Branch will identify DPR’s response to 
stakeholder comments on documents reviewed by stakeholders. However, the time it 
takes DPR to document our response to stakeholder comments will not delay DPR from 
making decisions that we believe will encourage the development of data. 
 
Are there any other recent changes in approach that we should know about? 
DPR continues to make the reevaluation process as transparent to all stakeholders as 
possible. 
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Preliminary Study Design for POTW Water Monitoring Program 
 
I.  Introduction 
 
Data required as part of the DPR reevaluation process for pyrethroids include wastewater monitoring for 
permethrin.   In August, 2007, PWG representatives met with Tri-TAC with the goals of reviewing POTW 
regulatory issues, providing a summary of information on removal of pyrethroids by wastewater treatment 
facilities, and agreeing on a path forward for data generation.  In the interim, the PWG received 
comments from Tri-TAC on the March 2007 proposal.  The Tri-TAC meeting and comments both 
confirmed that several different types of data will be desirable for characterizing potential pyrethroid 
inputs to POTWs, estimating removal efficiencies and pyrethroid transfer to biosolids, and confirming 
expected concentrations of pyrethroids in treated effluents.  Tri-TAC’s comments on the initial PWG 
proposal emphasized that monitoring will be needed to investigate the potential for pyrethroids to exceed 
water quality standards in POTW effluent and verify estimates based on laboratory data. The PWG 
committed to work with DPR and Tri-TAC to agree on objectives for the monitoring and develop a 
monitoring program that will meet the requirements of the pyrethroid re-revaluation for determining the 
extent to which pyrethroids may be found in wastewater effluent (DPR, August 31, 2006).   
 
Factors that may affect the concentrations detected in the POTW effluent include pyrethroids usage 
patterns, specifically permethrin, for treatment of clothing or household items, applications to drains, 
household and commercial uses, laundering of contaminated clothing,  effect of stormwater on 
wastewater loads, POTW processes and turnover cycles, effluent dilution, and frequency of inputs to the 
water collection systems.   
 
 
II.  Objective 
 
The objective of the study is to provide water monitoring data for representative POTWs that will give an 
indication of the potential for pyrethroids to enter water treatment plants and appear in effluent at 
concentrations that exceed aquatic toxicity criteria.  In this document, the PWG presents a conceptual 
design for a monitoring program of POTW influent and effluent that is intended to move forward a 
discussion with the POTWs and DPR on design of a monitoring program.  A more detailed protocol will be 
developed once there is general agreement on the scope of the project.  
 
 
III.  Personnel 
 
The monitoring program will be designed and sponsored by the PWG with input from DPR and TRI-TAC.  
Sampling will be conducted by personnel at each of the water treatment facilities selected for the 
program.   CRG Marine Labs (Torrance, CA) or similarly qualified lab will analyze samples. 
 
IV. Study Plan 
 
Test Site.  The proposed sampling locations are 6 water treatment facilities of varying design located in 
California.  Facilities will be selected to represent different geographical areas, water treatment 
processes, drainage areas and potential for pyrethroids in influent. 
 
Influent water samples will be taken from the influent sewer prior to any treatment.  Effluent samples will 
be taken from the final effluent as usually sampled by the POTW for compliance with permits. 
 
Sampling .  Influent and effluent samples will be collected once monthly throughout the year.  In addition, 
daily samples will be taken during the first week of June and October. The timing of influent and effluent 
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samples will be offset to account for hydraulic retention time.  The complete sampling schedule is shown 
in Table 1. 
 
Water samples will be 24-hr composites as normally required for water quality tests.   Composites of 
shorter duration (e.g. 4-6 hrs) may be obtained as part of the daily sampling regime in June and October.  
The sample compositing method will be adjusted as needed to account for hydraulic retention times, 
sampling equipment and any monitoring results previously obtained by the test sites. 
 
Field spiking experiments to determine recoveries in the compositing apparatus will be conducted prior to 
initiation of the monitoring proposal to determine acceptability of the sampling apparatus at each test site. 
 
Timing of the Study.  Sample analysis will begin early in 2009.  Interim results will be provided to CDPR 
every 6 months.  The duration of the study will depend on study results and termination of the study will 
be made in consultation with CDPR.  The current estimate for the study duration is 1-2 years.  
 
Sample Preservation, Shipping, and Storage.  Samples will be stored on wet ice in the field, shipped 
on wet or blue ice to the laboratory, then frozen or refrigerated at 4º C until extraction for chemical 
analysis.  The contractor shall develop and follow appropriate SOPs for shipping.  A chain-of-custody 
record will be completed and accompany each sample. 
 
 
V. Chemical Analysis and Quality Control 
 
Effluent water samples will be analyzed by a water method modified as necessary to reliably analyze 
samples of nearly sediment-free water.  Influent samples with associated suspended solids will be 
analyzed in their entirely.  For each water sample, the entire sample and container will be extracted to 
remove pyrethroids sorbed to the container. Water samples will be analyzed for cyfluthrin, cypermethrin, 
bifenthrin, deltamethrin, esfenvalerate, cyhalothrin, fenpropathrin, permethrin.  The isomers, beta-
cyfluthrin, S-cypermethrin, gamma cyhalothrin and lambda cyhalothrin will be included in the total isomer 
content of cyfluthrin, cypermethrin and cyhalothrin, respectively.  The targets for the limit of quantitation 
(LOQ) for effluent waters are 10 ng/l for permethrin and 1 ng/L (1 ppt) for each of the other pyrethroids.  
The analytical laboratory proposed for the analysis is CRG Marine Laboratory, Torrance, California which 
operates in compliance with ELAP.  
 
 
VI.  Data Analysis 
 
Monitoring results will be reported as concentrations of each pyrethroid observed above the quantitation 
limit.   
 
VII.  References 
 
Robinson, N. J. 2005. Draft Method: Residue analytical method for the determination of residues of 
bifenthrin, cypermethrin, cyfluthrin, deltamethrin, esfenvalerate, fenpropathrin, lambda-cyhalothrin and 
permethrin in sediment. Report for the Pyrethroid Working Group, Syngenta Crop Protection, 
Greensboro, NC. 
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POTW Water Monitoring Program - Sampling schedule 
 
Sampling dates influent effluent Total samples/location 
Jan-May 5 5 10 
June 1-7 7 7 14 
July-September 3 3 6 
October 1-7 7 7 14 
November, December 2 2 4 
Total samples/location 24 24 48 
 







 

 
 
To:  Executive Directors, WEF Member Associations 
           
From:  Jeanette Brown and Nancy Wheatley, Co-Chairs 
  WEF Nutrient Issues Work Group 
 
Date:  November 19, 2008 
 
 
We bring to your attention a current issue which may have significant 
consequences for all sewage treatment plants across the country.  An 
environmental group, the Natural Resources Defense Council (NRDC), has 
petitioned the US Environmental Protection Agency to revise its secondary 
treatment regulations to include, for the first time, numeric effluent limitations for 
discharges of nitrogen and phosphorus.  If EPA grants this petition and revises 
its secondary treatment regulations accordingly, all NPDES permits for publicly 
owned treatment works would need to be revised to include discharge limitations 
for TN and TP which are at least as stringent as the limits specified in EPA’s new 
regulations.  A brief summary of the most important points of this matter is 
attached. 
 
Excess loadings of nutrients in this Nation’s waterways from all contributing 
sources, including point sources, nonpoint sources, and atmospheric deposition, 
clearly cause significant problems in many areas of the country.  More needs to 
be done to meet water quality goals.  The Water Environment Federation 
supports progressive and positive action where needed, using a watershed 
approach.   
 
The Water Environment Federation has not taken a position with respect to the 
particular action that EPA should take in its response to NRDC’s petition.  The 
Nutrient Issues Work Group has committed to provide current and technically-
sound information to EPA as it reviews the record and prepares its response to 
the petition, and is now drafting a detailed technical submission.  EPA welcomes 
our involvement and support.   
 
EPA is also working with National Association of Clean Water Agencies 
(NACWA) and the Association of State and Interstate Water Pollution Control 
Agencies (ASIWPCA) to develop a questionnaire to gather detailed technical and 
cost information from a wide variety of sewage treatment plants.  This 
questionnaire, which is entirely voluntary, is designed to provide much-needed 
data to EPA which is current and accurate.  Indeed, the up-to-date information 
the questionnaire will produce will be critical to EPA as it evaluates the options 
and makes its decision on the need for new regulations.   
 



 

NACWA distributed this detailed questionnaire to its members on Monday, 
November 17, 2008.  On behalf of the Nutrient Issues Work Group, we urge 
you to help distribute this voluntary questionnaire to sewage treatment 
plant operators in your area and encourage them to complete it, especially 
for those plants which may not be members of NACWA.   
 
The questionnaire can be reached and filled out via this Internet link:  
http://www.zoomerang.com/Survey/?p=WEB228GL9DUTXY  The website also 
includes a .pdf file of the questionnaire for previewing the whole questionnaire.  
NACWA and ASIWPCA request that the questionnaire be completed and 
submitted to NACWA by January 5, 2009.  NACWA has agreed to include 
responses from non-members as it works with ASIWPCA to assemble a final 
data submission to EPA.  
 
Thank you for your consideration and for your help.   
 
Attachment 



 

ATTACHMENT 
 

PETITION TO REVISE SECONDARY TREATMENT REGULATIONS 
TO INCLUDE NUTRIENTS:  MAJOR RELEVANT CORRESPONDENCE 

 
NRDC Petition to EPA, Submitted November 27, 2007 
 Nutrients cause pollution and must be controlled: 

o Claims nutrients have significant WQ impacts, including dead zones, such 
as that in the Gulf of Mexico, but provides only general discussion; 

o Details previous EPA efforts to provide regulatory approach; 
o Claims States are not adequately addressing the problem in NPDES 

permits; 
o Says water quality standards and WQ-based limits for POTWs will not 

work; 
o No discussion beyond POTWs.  

 Nutrient controls are “secondary” treatment technology: 
o New technologies offer opportunities for nutrient control; 
o Both nitrogen and phosphorous are discussed; 
o Extensive discussion of technologies and performance. 

 Costs are said to be reasonable, although variable. 
 Presents argument that secondary treatment is a legal mechanism to provide 

nutrient control and that nutrient limits are required: 
o “Modernizing” TSS/BOD controls adds nutrient control; 
o EPA has an obligation to update secondary treatment definition; 
o Early in the petition, reviews regulatory history, including previous denials 

of similar petitions, upheld when appealed. 
 Asserts that 0.3 mg/L TP and 3.0 mg/L TN are attainable through currently 

available technology and that 1.0 mg/L TP and 8.0 mg/L TN are attainable if 
only biological processes are considered. 

 
Letter from ASIWPCA to Ephraim King of EPA, Dated November 26, 2007  
 Asks that EPA work with the states to define “best available technologies” or 

“reasonable treatment technologies” for POTWS; 
 Says that levels of 0.25-0.50 mg/L of phosphorus are currently being 

achieved;  
 ASIWPCA’s goal appears to be consistent technical standards which will help 

individual states to “transcend” existing upstream-downstream conflicts.   
 
Comments on Petition from NACWA, Dated February 29, 2008 
 Questions NRDC legal basis for the petition; 
 Cites the importance of non-point sources contributions to nutrient pollution; 
 Indicates NAWCA members are experiencing costs for nutrient controls which 

are considerably higher than NRDC estimates; 
 Discusses other environmental impacts from expanding treatment, e.g., 

carbon footprint; 



 

 Rejects the “one-size” approach for nutrient control and favors site-specific 
water quality based permitting. 


	Tri-TAC_Agenda_Package_12-04-08.pdf
	CDPH_Driving_Directions
	Tri-TAC_Agenda_12-4-08
	Thursday, December 4, 2008
	A. Land
	B. Water


	Meeting_Summary_11-06-08
	Meeting Summary
	Thursday, November 6, 2008
	UGeneral Meeting
	UIntroductions, Announcements, and Discussion Items
	UApproval of Last Meeting’s Action Items
	UCommittee Issue Summaries
	The Committees will update the summaries on a quarterly basis. Updated summaries from the Air, Land and Water Committees will be posted on the web site at 4TUwww.tritac.orgU4T.
	UFuture Meeting Schedule, Roster, and Committee Assignments
	UOther BusinessU
	None


	Meeting_Schedule_2009 (2)
	Tri-TAC Meeting Location & Schedule 2009
	Tri-TAC meeting Date1
	1    If you would like to add an agenda item or schedule a presentation for an upcoming meeting, please contact one of the committee co-chairs at least 14 days before the designated meeting date
	2    If you would like an “after Tri-TAC” meeting noted in the agenda package, please contact Jim Colston at least ten days before the designated meeting date.


	Committee_Assignments_2008
	Tri-TAC Liaison Representation 
	Cal-FOG Work Group


	Tri-TAC_WC_Agenda_12-4-08
	WC_Att1_notice_recycled water policy
	WC_Att2_ENVIRONMENTAL PROTECTION AGENCY
	WC_Att3_Silver Nano FIFRA  2008 Nov E8-27204
	WC_Att4_Nov  6 Meeting Slides
	158W Antimicrobial Data Requirements Workshop�
	Workshop Purpose
	Workshop Structure
	Role of Data Requirements �in the Pesticide Program
	Other Data Requirement Rulemakings
	Why is this Rulemaking� Needed?
	Value of this Rulemaking 
	158W Antimicrobial Data Requirements Workshop
	Purpose of This�Presentation
	What does the Law Require?
	Unreasonable Adverse Effects – � FIFRA Sec 2 (bb):
	FFDCA Statutory Criteria�Food Uses
	FFDCA Statutory Criteria�Food Uses
	158W, FFDCA Section 408,�and Food Uses
	158W - History
	158W – History…cont.
	158W – History…cont.
	Part 158, Subpart W - Organization
	158W - 12 Use Patterns
	158W - 12 Use Patterns…cont.
	158W Data Tables –� Format  
	158W Data Tables – �Format…cont.  
	158W Data Tables – �What’s Changed Since the June 1997 Draft?
	158W Data Tables – �New Data Requirements  
	158W Data Tables – �New Data Requirements…cont.  
	158W Data Tables – �New Data Requirements…cont.  
	How EPA Uses Data
	158W Data Tables –� Waivers  
	158W - Benefits
	158W – Summary
	Questions?�
	158W Antimicrobial Data Requirements Workshop�
	Purpose of Toxicology Testing
	History of Toxicology Data �Requirements �for Antimicrobial Pesticides
	 158W Proposed Rule
	Sequence of Toxicology Testing � 
	Low Human Exposure �Proposed �Toxicology Data Requirements
	Low Human Exposure� Proposed �Toxicology Data Requirements, cont.
	High Human Exposure �Proposed �Toxicology Data Requirements
	High Human Exposure �Proposed �Toxicology Data Requirements, cont. 
	Indirect Food Use Antimicrobials
	Indirect Food Use �Antimicrobial, cont.
	Indirect Food Use �Antimicrobial, cont.
	Data Requirements�Indirect Food Use Antimicrobials
	Proposed Toxicology Data-�Summary
	Questions?
	Break 
	158W Antimicrobial Data Requirements Workshop
	Human Exposure Data
	Using Exposure Data
	Triggers for Applicator �Exposure Data
	Triggers for Post-Application �Exposure Data
	Triggers for Post-Application �Exposure Data -- 2
	Triggers for Post-Application �Exposure Data -- 2
	Proposed Applicator Exposure �Data Requirements (158.2260)
	Proposed Post-Application �Exposure Data Requirements (158.2270)
	Use of Surrogate Data�
	HSRB�
	Questions?�
	158W Antimicrobial Data Requirements Workshop�
	Human Dietary Exposure �
	Human Dietary Exposure �
	Human Dietary Exposure �FIFRA Data Also Supports FFDCA 
	Human Dietary Exposure �Direct vs. Indirect Food Uses	
	Human Dietary Exposure �Direct Food Uses	
	Human Dietary Exposure �Indirect Food Uses	 - 1
	Human Dietary Exposure �Indirect Food Uses	 - 2
	Human Dietary Exposure �Other Potential Sources of Dietary�Exposure from Antimicrobials
	Human Dietary Exposure �Tiered Approach to Data Requirements
	Human Dietary Exposure� Tiered Approach to Data Requirements
	Human Dietary Exposure�What Data are Needed - 1
	Human Dietary Exposure�What Data are Needed - 2
	Human Dietary Exposure�What Data are Needed - 3
	Human Dietary Exposure�What Data are Needed - 4
	Human Dietary Exposure�In Summation:
	Questions?�
	158W Antimicrobial Data Requirements Workshop
	Background
	Need For Environmental Fate�Data
	Proposed New �Data Requirements
	Wastewater Treatment�Plant (WWTP) Data Requirements
	WWTP Data�Requirements - 2
	Photodegradation in Soil�
	Leaching Data�Requirements
	Example: Low Environmental�Exposures
	Example: Wood Preservative�Uses
	Environmental Fate Data –� Concluding Remarks
	Questions?�
	158W Antimicrobial Data Requirements Workshop
	Background
	Use of Nontarget Organisms�and Plant Protection Data
	Ecotoxicity Studies Required For �“Low Environmental Exposure” Uses�(Tier 1)
	Ecotoxicity Studies Required for “High �Environmental Exposure” (Tier 1) 
	Concluding Remarks
	Questions?�
	Lunch�
	158W Antimicrobial Data Requirements Workshop
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model�
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model 
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model 
	Down-the-Drain Model
	Down-the-Drain Model 
	Down-the-Drain Model 
	Down-the-Drain Model 
	Down-the-Drain Model
	Down-the-Drain Model 
	Down-the-Drain Model 
	Down-the-Drain Model 
	Down-the-Drain Model
	Down-the-Drain Model 
	Down-the-Drain Model 
	Down-the-Drain Model 
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model
	Down-the-Drain Model 
	Questions?�
	Break
	158W Antimicrobial Data Requirements Workshop�
	Definitions
	History of Using SAR/QSAR� in EPA
	History of Using SAR/QSAR� in EPA
	Strengths and Weaknesses �of Using SAR/QSAR
	Information Needed
	Principles for QSAR �Validation
	Considerations for Using SAR/QSAR
	Considerations for Using SAR/QSAR - 2
	SAR/QSAR Summary
	Comments
	Questions?�
	158W Antimicrobial Data Requirements Workshop�
	The First Next Step
	Process for Finalizing �the Rule
	Comment Period
	Comment Period - 2
	Response to Comments
	Drafting of Final Rule
	External Review
	Publication
	Implementation
	Finally
	Questions?�
	158W Antimicrobial Data Requirements Workshop�
	Review of Workshop� Purpose
	Submitting Comments
	Next Steps
	Thanks for Participating
	Questions?�

	WC_Att5_FAQDevelopmentInfo_UP3Response1108
	WC_Att6_Concepts for POTW Monitoring program 11_6_08
	WC_Att7_CASA Tri-TAC Resolution Addressing Security of Clean Water State Fund
	WC_Att 8_MA nutrients ltr_final Nov 2008
	ADP207.tmp
	9:00 a.m. – 12:00 p.m.


