Oliver Kroner

From: Ruthann Rudel <rudel@silentspring.org>

Sent: Thursday, May 12, 2011 10:38 AM

To: Oliver Kroner

Cc: Anita Meyer; Barbara Harper; Bette.Meek@uottawa.ca; BHAYES@idem.in.gov; Edward

Ohanian; mhoneycu@tceq.state.tx.us; Mike Dourson; Phil Wexler; drew.rak@nobilis.org;
chuckt@ctc.com; Andrea Wullenweber; Joan Strawson
Subject: Re: Proposed ARA Project: Review of TCEQ

Seems like a good project for ARA to provide peer review for this document.
Ruthann

Ruthann Rudel

Silent Spring Institute

(617) 332-4288 x214

On Tue, May 10, 2011 at 3:43 PM, Oliver Kroner <kroner@tera.org> wrote:

Dear Steering Committee,

We have received a proposal for a new ARA project from TCEQ. The details of the project are provided below. As usual, please
review, and provide any concerns or suggestions to me by next Tuesday, May 17™.

Thanks!
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Oliver Kroner

Toxicology Excellence for Risk Assessment (TERA) | 513.542.7475 x19 | www.tera.org

What: A letter peer review of Texas Commission on Environmental Quality's revised ESL (effects screening level) guidelines, including identifying
potential reviewers, preparing review materials, and generating a final report of the whole process.

When: Final report to be completed by August 31, 2011
Where: This review will be conducted as a letter review only. However, public comments will be accepted via (details to come soon) and will be
included as an appendix to the final peer review report.

Background



In 2006, The Toxicology Division (TD) of the Chief Engineer's Office released a technical guide (RG-442) used by the Texas Commission on
Environmental Quality (TCEQ) to develop Effects Screening Levels (ESLs), inhalation Reference Values (ReVs), and inhalation Unit Risk Factors
(URFs). Although this document was primarily written as guidance for the TCEQ staff, it also documented the processes used to develop ESLs,
ReVs, and URFs for any interested person with training in inhalation toxicology and risk assessment. ESLs are chemical-specific air concentrations
set to protect human health and welfare. Short-term ESLs are based on data concerning acute health effects, the potential for odors to be a nuisance,
and effects on vegetation, while long-term ESLs are based on data concerning chronic health and vegetation effects. Welfare-based ESLs (odor and
vegetation) are set based on effect threshold concentrations. Health-based ESLs, however, are calculated from ReV and URF toxicity factors. ReVs
and URFs are based on the most sensitive adverse health effect relevant to humans. Derivation of a ReV or URF begins with a toxicity assessment
involving hazard identification and dose-response assessment based on the chemical's mode of action. The resulting ReVs and URFs are then used to
calculate ESLs that correspond to no significant risk levels.

The Texas Clean Air Act (Chapter 382 of the Texas Health and Safety Code (THSC)) specifically mandates the TCEQ to conduct air permit reviews
of all new and modified facilities to ensure that the operation of a proposed facility will not cause or contribute to a condition of air pollution.
Because of the comprehensiveness of the language in the THSC, the methods were developed so that ESLs could be derived for as many air
contaminants as possible, even for chemicals with limited toxicity data.

Since 2006, new scientific developments in toxicology and risk assessment have resulted in changes to some risk assessment approaches. As a result,
the TD has prepared new guidelines that will be entitled "Guidelines to Develop Inhalation and Oral Cancer and Non-Cancer Toxicity Factors." The
revised guidelines will contain significant revisions since 2006 including changes to the procedures for developing odor —based ESLs, consideration
of the differences between children and adults when assessing risk, identification of health-based effect levels, development of 24-hour acute
reference values, guidance on how to determine if an effect is adverse, hazard identification and dose-response modeling of epidemiology studies,
and development of oral reference dose (RfD) and oral cancer slope factor (SFo) values. Because of the sweeping changes made to the guidelines,
TCEQ has will conduct a letter peer review of the revised guidelines.

= Guidelines to Develop Inhalation and Oral Cancer and Non-Cancer Toxicity Factors
= Charge to Reviewers

= Reviewers’Bios



Oliver Kroner

From: Michael Honeycutt <Michael.Honeycutt@tceq.texas.gov>

Sent: Wednesday, May 11, 2011 11:04 AM

To: Bette.Meek@uottawa.ca; BHAYES@idem.IN.gov; Mike Dourson; Harper, Barbara; Oliver
Kroner; Meyer, Anita; Ohanian, Edward; Rudel, Ruthann; Wexler, Phil

Cc: chuckt@ctc.com; drew.rak@noblis.org; Joan Strawson; Andrea Wullenweber

Subject: Re: Proposed ARA Project: Review of TCEQ

I recuse myself my any discussions on this.
Mike

>>> "Oliver Kroner" <kroner@tera.org> 5/10/2011 2:43 PM >>>
Dear Steering Committee,

We have received a proposal for a new ARA project from TCEQ. The details of the project are provided below. As
usual, please review, and provide any concerns or suggestions to me by next Tuesday, May 17"

Thanks!
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Oliver Kroner

Toxicology Excellence for Risk Assessment (TERA) ? 513.542.7475x19 ? www.tera.org

What: A letter peer review of Texas Commission on Environmental Quality's revised ESL (effects screening level) guidelines,
including identifying potential reviewers, preparing review materials, and generating a final report of the whole process.

When: Final report to be completed by August 31, 2011

Where: This review will be conducted as a letter review only. However, public comments will be accepted via (details to come soon)
and will be included as an appendix to the final peer review report.

Background

In 2006, The Toxicology Division (TD) of the Chief Engineer's Office released a technical guide (RG-442) used by the Texas
Commission on Environmental Quality (TCEQ) to develop Effects Screening Levels (ESLSs), inhalation Reference Values (ReVs), and
inhalation Unit Risk Factors (URFs). Although this document was primarily written as guidance for the TCEQ staff, it also documented
the processes used to develop ESLs, ReVs, and URFs for any interested person with training in inhalation toxicology and risk
assessment. ESLs are chemical-specific air concentrations set to protect human health and welfare. Short-term ESLs are based on
data concerning acute health effects, the potential for odors to be a nuisance, and effects on vegetation, while long-term ESLs are
based on data concerning chronic health and vegetation effects. Welfare-based ESLs (odor and vegetation) are set based on effect
threshold concentrations. Health-based ESLs, however, are calculated from ReV and URF toxicity factors. ReVs and URFs are based
on the most sensitive adverse health effect relevant to humans. Derivation of a ReV or URF begins with a toxicity assessment
involving hazard identification and dose-response assessment based on the chemical's mode of action. The resulting ReVs and URFs
are then used to calculate ESLs that correspond to no significant risk levels.

The Texas Clean Air Act (Chapter 382 of the Texas Health and Safety Code (THSC)) specifically mandates the TCEQ to conduct air
permit reviews of all new and modified facilities to ensure that the operation of a proposed facility will not cause or contribute to a
condition of air pollution. Because of the comprehensiveness of the language in the THSC, the methods were developed so that ESLs
could be derived for as many air contaminants as possible, even for chemicals with limited toxicity data.

Since 2006, new scientific developments in toxicology and risk assessment have resulted in changes to some risk assessment
approaches. As a result, the TD has prepared new guidelines that will be entitled "Guidelines to Develop Inhalation and Oral Cancer
and Non-Cancer Toxicity Factors." The revised guidelines will contain significant revisions since 2006 including changes to the
procedures for developing odor -based ESLs, consideration of the differences between children and adults when assessing risk,
identification of health-based effect levels, development of 24-hour acute reference values, guidance on how to determine if an effect
is adverse, hazard identification and dose-response modeling of epidemiology studies, and development of oral reference dose (RfD)



and oral cancer slope factor (SFo) values. Because of the sweeping changes made to the guidelines, TCEQ has will conduct a letter
peer review of the revised guidelines.

? Guidelines to Develop Inhalation and Oral Cancer and Non-Cancer Toxicity Factors
? Charge to Reviewers
? Reviewers'Bios



Oliver Kroner

From: Mike Dourson

Sent: Tuesday, May 10, 2011 4:34 PM

To: Oliver Kroner; Anita Meyer; Barbara Harper; Bette.Meek@uottawa.ca;
BHAYES@idem.IN.gov; Edward Ohanian; Mike Honeycutt; Phil Wexler; Ruthann Rudel

Cc: drew.rak@noblis.org; chuckt@ctc.com; Andrea Wullenweber; Joan Strawson

Subject: Re: Proposed ARA Project: Review of TCEQ

Oliver

Thanks for the opportunity to comment on this proposal. | vote to accept this as part of the ARA

workload. This is especially relevant in light of the fact that new methods are being contemplated by many
groups (based in part on IPCS, NAS and other directives), and individual state and federal guidance may need
to be upgraded.

Cheers!
Michael

Toxicology Excellence for Risk Assessment (TERA),
Awarded the Independent Charities Seal of Excellence*

* Independent Charities Seal of Excellence is awarded to the members of Independent Charities of America and Local Independent
Charities of America that have, upon rigorous independent review, been able to certify, document, and demonstrate on an annual basis
that they meet the highest standards of public accountability, program effectiveness, and cost effectiveness. These standards include
those required by the US Government for inclusion in the Combined Federal Campaign, probably the most exclusive fund drive in the
world. Of the 1,000,000 charities operating in the United States today, it is estimated that fewer than 50,000, or 5 percent, meet or
exceed these standards, and, of those, fewer than 2,000 have been awarded this Seal.

From: Oliver Kroner <kroner@tera.org>

Date: Tue, 10 May 2011 15:43:05 -0400

To: Anita Meyer <Anita.K.Meyer@usace.army.mil>, Barbara Harper <bharper@amerion.com>,
<Bette.Meek@uottawa.ca>, <BHAYES@idem.IN.gov>, Edward Ohanian
<ohanian.edward@epamail.epa.gov>, Mike Honeycutt <mhoneycu@tceq.state.tx.us>, Michael Dourson
<dourson@tera.org>, Phil Wexler <wexlerp@mail.nlm.nih.gov>, Ruthann Rudel <rudel@silentspring.org>
Cc: <drew.rak@noblis.org>, <chuckt@ctc.com>, Andrea Wullenweber <wullenweber@tera.org>, Joan
Strawson <strawson@tera.org>

Subject: Proposed ARA Project: Review of TCEQ

Dear Steering Committee,

We have received a proposal for a new ARA project from TCEQ. The details of the project are provided below. As usual,
please review, and provide any concerns or suggestions to me by next Tuesday, May 17th.

Thanks!
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Oliver Kroner



Toxicology Excellence for Risk Assessment (TERA) | 513.542.7475x19 | www.tera.org <www.tera.org>

What: A letter peer review of Texas Commission on Environmental Quality's revised ESL (effects screening level) guidelines, including
identifying potential reviewers, preparing review materials, and generating a final report of the whole process.

When: Final report to be completed by August 31, 2011

Where: This review will be conducted as a letter review only. However, public comments will be accepted via (details to come soon)
and will be included as an appendix to the final peer review report.

Background

In 2006, The Toxicology Division (TD) of the Chief Engineer's Office released a technical guide (RG-442) used by the Texas
Commission on Environmental Quality (TCEQ) to develop Effects Screening Levels (ESLs), inhalation Reference Values (ReVs), and
inhalation Unit Risk Factors (URFs). Although this document was primarily written as guidance for the TCEQ staff, it also documented
the processes used to develop ESLs, ReVs, and URFs for any interested person with training in inhalation toxicology and risk
assessment. ESLs are chemical-specific air concentrations set to protect human health and welfare. Short-term ESLs are based on
data concerning acute health effects, the potential for odors to be a nuisance, and effects on vegetation, while long-term ESLs are
based on data concerning chronic health and vegetation effects. Welfare-based ESLs (odor and vegetation) are set based on effect
threshold concentrations. Health-based ESLs, however, are calculated from ReV and URF toxicity factors. ReVs and URFs are based
on the most sensitive adverse health effect relevant to humans. Derivation of a ReV or URF begins with a toxicity assessment involving
hazard identification and dose-response assessment based on the chemical's mode of action. The resulting ReVs and URFs are then
used to calculate ESLs that correspond to no significant risk levels.

The Texas Clean Air Act (Chapter 382 of the Texas Health and Safety Code (THSC)) specifically mandates the TCEQ to conduct air
permit reviews of all new and modified facilities to ensure that the operation of a proposed facility will not cause or contribute to a
condition of air pollution. Because of the comprehensiveness of the language in the THSC, the methods were developed so that ESLs
could be derived for as many air contaminants as possible, even for chemicals with limited toxicity data.

Since 2006, new scientific developments in toxicology and risk assessment have resulted in changes to some risk assessment
approaches. As a result, the TD has prepared new guidelines that will be entitled "Guidelines to Develop Inhalation and Oral Cancer
and Non-Cancer Toxicity Factors." The revised guidelines will contain significant revisions since 2006 including changes to the
procedures for developing odor —based ESLs, consideration of the differences between children and adults when assessing risk,
identification of health-based effect levels, development of 24-hour acute reference values, guidance on how to determine if an effect is
adverse, hazard identification and dose-response modeling of epidemiology studies, and development of oral reference dose (RfD) and
oral cancer slope factor (SFo) values. Because of the sweeping changes made to the guidelines, TCEQ has will conduct a letter peer
review of the revised guidelines.

= Guidelines to Develop Inhalation and Oral Cancer and Non-Cancer Toxicity Factors
= Charge to Reviewers
= Reviewers’'Bios



Oliver Kroner

From: Hayes, Bill <BHAYES@idem.IN.gov>

Sent: Thursday, May 12, 2011 11:06 AM

To: Oliver Kroner

Subject: RE: Proposed ARA Project: Review of TCEQ
Attachments: image001.png

Oliver, This sounds like an excellent project.

From: Oliver Kroner [kroner@tera.org]

Sent: Tuesday, May 10, 2011 3:43 PM

To: Anita Meyer; Barbara Harper; Bette.Meek@uottawa.ca; Hayes, Bill; Edward Ohanian; mhoneycu@tceq.state.tx.us;
Mike Dourson; Phil Wexler; Ruthann Rudel

Cc: drew.rak@noblis.org; chuckt@ctc.com; wullenweber@tera.org; Joan Strawson

Subject: Proposed ARA Project: Review of TCEQ

Dear Steering Committee,

We have received a proposal for a new ARA project from TCEQ. The details of the project are provided below. As usual,
please review, and provide any concerns or suggestions to me by next Tuesday, May 17th.

Thanks!

[cid:image001.png@01CCOF25.F4688980]

Oliver Kroner

Toxicology Excellence for Risk Assessment (TERA) | 513.542.7475x19 |
www.tera.org<https://exchweb.in.gov/OWA/UrlBlockedError.aspx>

What: A letter peer review of Texas Commission on Environmental Quality's revised ESL (effects screening level)
guidelines, including identifying potential reviewers, preparing review materials, and generating a final report of the
whole process.

When: Final report to be completed by August 31, 2011

Where: This review will be conducted as a letter review only. However, public comments will be accepted via (details to
come soon) and will be included as an appendix to the final peer review report.

Background

In 2006, The Toxicology Division (TD) of the Chief Engineer's Office released a technical guide (RG-442) used by the Texas
Commission on Environmental Quality (TCEQ) to develop Effects Screening Levels (ESLs), inhalation Reference Values
(ReVs), and inhalation Unit Risk Factors (URFs). Although this document was primarily written as guidance for the TCEQ
staff, it also documented the processes used to develop ESLs, ReVs, and URFs for any interested person with training in
inhalation toxicology and risk assessment. ESLs are chemical-specific air concentrations set to protect human health and
welfare. Short-term ESLs are based on data concerning acute health effects, the potential for odors to be a nuisance,
and effects on vegetation, while long-term ESLs are based on data concerning chronic health and vegetation effects.
Welfare-based ESLs (odor and vegetation) are set based on effect threshold concentrations. Health-based ESLs,
however, are calculated from ReV and URF toxicity factors. ReVs and URFs are based on the most sensitive adverse
health effect relevant to humans. Derivation of a ReV or URF begins with a toxicity assessment involving hazard
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identification and dose-response assessment based on the chemical's mode of action. The resulting ReVs and URFs are
then used to calculate ESLs that correspond to no significant risk levels.

The Texas Clean Air Act (Chapter 382 of the Texas Health and Safety Code (THSC)) specifically mandates the TCEQ to
conduct air permit reviews of all new and modified facilities to ensure that the operation of a proposed facility will not
cause or contribute to a condition of air pollution. Because of the comprehensiveness of the language in the THSC, the
methods were developed so that ESLs could be derived for as many air contaminants as possible, even for chemicals
with limited toxicity data.

Since 2006, new scientific developments in toxicology and risk assessment have resulted in changes to some risk
assessment approaches. As a result, the TD has prepared new guidelines that will be entitled "Guidelines to Develop
Inhalation and Oral Cancer and Non-Cancer Toxicity Factors." The revised guidelines will contain significant revisions
since 2006 including changes to the procedures for developing odor —based ESLs, consideration of the differences
between children and adults when assessing risk, identification of health-based effect levels, development of 24-hour
acute reference values, guidance on how to determine if an effect is adverse, hazard identification and dose-response
modeling of epidemiology studies, and development of oral reference dose (RfD) and oral cancer slope factor (SFo)
values. Because of the sweeping changes made to the guidelines, TCEQ has will conduct a letter peer review of the
revised guidelines.

* Guidelines to Develop Inhalation and Oral Cancer and Non-Cancer Toxicity Factors = Charge to Reviewers =
Reviewers’Bios



Oliver Kroner

From: Bette Meek <Bette.Meek@uottawa.ca>

Sent: Thursday, May 12, 2011 9:49 AM

To: Mike Dourson; Oliver Kroner; Anita Meyer; Barbara Harper; BHAYES@idem.IN.gov;
Edward Ohanian; Mike Honeycutt; Phil Wexler; Ruthann Rudel

Cc: drew.rak@noblis.org; chuckt@ctc.com; Andrea Wullenweber; Joan Strawson

Subject: RE: Proposed ARA Project: Review of TCEQ

Agree with Mike.

Given that the ARA provides an excellent forum for sharing of information on evolution of methodology, this
seems an extremely relevant project.

Bette

From: Michael Dourson [mailto:dourson@tera.org]

Sent: Tuesday, May 10, 2011 4:34 PM

To: Oliver Kroner; Anita Meyer; Barbara Harper; Bette Meek; BHAYES@idem.IN.gov; Edward Ohanian; Mike Honeycutt;
Phil Wexler; Ruthann Rudel

Cc: drew.rak@noblis.org; chuckt@ctc.com; Andrea Wullenweber; Joan Strawson

Subject: Re: Proposed ARA Project: Review of TCEQ

Oliver

Thanks for the opportunity to comment on this proposal. | vote to accept this as part of the ARA

workload. This is especially relevant in light of the fact that new methods are being contemplated by many
groups (based in part on IPCS, NAS and other directives), and individual state and federal guidance may need
to be upgraded.

Cheers!

Michael

Toxicology Excellence for Risk Assessment (TERA),
Awarded the Independent Charities Seal of Excellence*

* Independent Charities Seal of Excellence is awarded to the members of Independent Charities of America and Local Independent
Charities of America that have, upon rigorous independent review, been able to certify, document, and demonstrate on an annual basis
that they meet the highest standards of public accountability, program effectiveness, and cost effectiveness. These standards include
those required by the US Government for inclusion in the Combined Federal Campaign, probably the most exclusive fund drive in the
world. Of the 1,000,000 charities operating in the United States today, it is estimated that fewer than 50,000, or 5 percent, meet or
exceed these standards, and, of those, fewer than 2,000 have been awarded this Seal.

From: Oliver Kroner <kroner@tera.org>

Date: Tue, 10 May 2011 15:43:05 -0400

To: Anita Meyer <Anita.K.Meyer@usace.army.mil>, Barbara Harper <bharper@amerion.com>,
<Bette.Meek@uottawa.ca>, <BHAYES@idem.IN.gov>, Edward Ohanian
<ohanian.edward@epamail.epa.gov>, Mike Honeycutt <mhoneycu@tceq.state.tx.us>, Michael Dourson
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<dourson@tera.org>, Phil Wexler <wexlerp@mail.nlm.nih.gov>, Ruthann Rudel <rudel@silentspring.org>
Cc: <drew.rak@noblis.org>, <chuckt@ctc.com>, Andrea Wullenweber <wullenweber@tera.org>, Joan
Strawson <strawson@tera.org>

Subject: Proposed ARA Project: Review of TCEQ

Dear Steering Committee,

We have received a proposal for a new ARA project from TCEQ. The details of the project are provided below. As usual,
please review, and provide any concerns or suggestions to me by next Tuesday, May 17th.

Thanks!

o ol N
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Oliver Kroner
Toxicology Excellence for Risk Assessment (TERA) | 513.542.7475x19 | www.tera.org <www.tera.org>

What: A letter peer review of Texas Commission on Environmental Quality's revised ESL (effects screening level) guidelines, including
identifying potential reviewers, preparing review materials, and generating a final report of the whole process.

When: Final report to be completed by August 31, 2011

Where: This review will be conducted as a letter review only. However, public comments will be accepted via (details to come soon)
and will be included as an appendix to the final peer review report.

Background

In 2006, The Toxicology Division (TD) of the Chief Engineer's Office released a technical guide (RG-442) used by the Texas
Commission on Environmental Quality (TCEQ) to develop Effects Screening Levels (ESLs), inhalation Reference Values (ReVs), and
inhalation Unit Risk Factors (URFs). Although this document was primarily written as guidance for the TCEQ staff, it also documented
the processes used to develop ESLs, ReVs, and URFs for any interested person with training in inhalation toxicology and risk
assessment. ESLs are chemical-specific air concentrations set to protect human health and welfare. Short-term ESLs are based on
data concerning acute health effects, the potential for odors to be a nuisance, and effects on vegetation, while long-term ESLs are
based on data concerning chronic health and vegetation effects. Welfare-based ESLs (odor and vegetation) are set based on effect
threshold concentrations. Health-based ESLs, however, are calculated from ReV and URF toxicity factors. ReVs and URFs are based
on the most sensitive adverse health effect relevant to humans. Derivation of a ReV or URF begins with a toxicity assessment involving
hazard identification and dose-response assessment based on the chemical's mode of action. The resulting ReVs and URFs are then
used to calculate ESLs that correspond to no significant risk levels.

The Texas Clean Air Act (Chapter 382 of the Texas Health and Safety Code (THSC)) specifically mandates the TCEQ to conduct air
permit reviews of all new and modified facilities to ensure that the operation of a proposed facility will not cause or contribute to a
condition of air pollution. Because of the comprehensiveness of the language in the THSC, the methods were developed so that ESLs
could be derived for as many air contaminants as possible, even for chemicals with limited toxicity data.

Since 2006, new scientific developments in toxicology and risk assessment have resulted in changes to some risk assessment
approaches. As a result, the TD has prepared new guidelines that will be entitled "Guidelines to Develop Inhalation and Oral Cancer
and Non-Cancer Toxicity Factors.” The revised guidelines will contain significant revisions since 2006 including changes to the
procedures for developing odor —based ESLs, consideration of the differences between children and adults when assessing risk,
identification of health-based effect levels, development of 24-hour acute reference values, guidance on how to determine if an effect is
adverse, hazard identification and dose-response modeling of epidemiology studies, and development of oral reference dose (RfD) and
oral cancer slope factor (SFo) values. Because of the sweeping changes made to the guidelines, TCEQ has will conduct a letter peer
review of the revised guidelines.

= Guidelines to Develop Inhalation and Oral Cancer and Non-Cancer Toxicity Factors
= Charge to Reviewers
= Reviewers'Bios



Oliver Kroner

From: Meyer, Anita K HNC@NWO <Anita.K.Meyer@usace.army.mil>
Sent: Tuesday, May 17, 2011 10:44 AM

To: Oliver Kroner

Subject: RE: Proposed ARA Project: Review of TCEQ (UNCLASSIFIED)

Classification: UNCLASSIFIED
Caveats: NONE

| think it sounds like a great project for the ARA.

From: Oliver Kroner [mailto:kroner@tera.org]

Sent: Tuesday, May 10, 2011 2:43 PM

To: Meyer, Anita K HNC@NWO; Barbara Harper; Bette.Meek@uottawa.ca; BHAYES@idem.IN.gov; Edward Ohanian;
mhoneycu@tceq.state.tx.us; Mike Dourson; Phil Wexler; Ruthann Rudel

Cc: drew.rak@noblis.org; chuckt@ctc.com; wullenweber@tera.org; Joan Strawson

Subject: Proposed ARA Project: Review of TCEQ

Dear Steering Committee,

We have received a proposal for a new ARA project from TCEQ. The details of the project are provided below. As usual,
please review, and provide any concerns or suggestions to me by next Tuesday, May 17th.

Thanks!

Oliver Kroner

Toxicology Excellence for Risk Assessment (TERA) | 513.542.7475x19 |
www.tera.org

What: A letter peer review of Texas Commission on Environmental Quality's revised ESL (effects screening level)
guidelines, including identifying potential reviewers, preparing review materials, and generating a final report of the
whole process.

When: Final report to be completed by August 31, 2011



Where: This review will be conducted as a letter review only. However, public comments will be accepted via (details to
come soon) and will be included as an appendix to the final peer review report.

Background

In 2006, The Toxicology Division (TD) of the Chief Engineer's Office released

a technical guide (RG-442) used by the Texas Commission on Environmental
Quality (TCEQ) to develop Effects Screening Levels (ESLs), inhalation
Reference Values (ReVs), and inhalation Unit Risk Factors (URFs). Although
this document was primarily written as guidance for the TCEQ staff, it also
documented the processes used to develop ESLs, ReVs, and URFs for any
interested person with training in inhalation toxicology and risk assessment.
ESLs are chemical-specific air concentrations set to protect human health and
welfare. Short-term ESLs are based on data concerning acute health effects,
the potential for odors to be a nuisance, and effects on vegetation, while
long-term ESLs are based on data concerning chronic health and vegetation
effects. Welfare-based ESLs (odor and vegetation) are set based on effect
threshold concentrations. Health-based ESLs, however, are calculated from ReV
and URF toxicity factors. ReVs and URFs are based on the most sensitive
adverse health effect relevant to humans. Derivation of a ReV or URF begins
with a toxicity assessment involving hazard identification and dose-response
assessment based on the chemical's mode of action. The resulting ReVs and
URFs are then used to calculate ESLs that correspond to no significant risk
levels.

The Texas Clean Air Act (Chapter 382 of the Texas Health and Safety Code
(THSC)) specifically mandates the TCEQ to conduct air permit reviews of all
new and modified facilities to ensure that the operation of a proposed

facility will not cause or contribute to a condition of air pollution.

Because of the comprehensiveness of the language in the THSC, the methods
were developed so that ESLs could be derived for as many air contaminants as
possible, even for chemicals with limited toxicity data.

Since 2006, new scientific developments in toxicology and risk assessment
have resulted in changes to some risk assessment approaches. As a result, the
TD has prepared new guidelines that will be entitled "Guidelines to Develop
Inhalation and Oral Cancer and Non-Cancer Toxicity Factors." The revised
guidelines will contain significant revisions since 2006 including changes to
the procedures for developing odor —based ESLs, consideration of the
differences between children and adults when assessing risk, identification

of health-based effect levels, development of 24-hour acute reference values,
guidance on how to determine if an effect is adverse, hazard identification
and dose-response modeling of epidemiology studies, and development of oral
reference dose (RfD) and oral cancer slope factor (SFo) values. Because of
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the sweeping changes made to the guidelines, TCEQ has will conduct a letter
peer review of the revised guidelines.

» Guidelines to Develop Inhalation and Oral Cancer and Non-Cancer Toxicity
Factors

» Charge to Reviewers

= Reviewers’Bios

Classification: UNCLASSIFIED
Caveats: NONE
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