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OIRIS

Created in 1985 to foster consistency in the evaluation of chemical toxicity
across the Agency.

IRIS assessments contribute to decisions across EPA and other health
agencies.

Toxicity values
* Noncancer: Reference Doses (RfDs) and Reference Concentrations (RfCs).
e Cancer: Oral Slope Factors (OSFs) and Inhalation Unit Risks (IURs).

IRIS assessments have no direct regulatory impact until they are combined
with
* Extent of exposure to people, cost of cleanup, available technology, etc.
e Regulatory options.

* Both of these are the purview of EPA’s program and regional offices.



Elements Performed by IRIS
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IRIS assessments are systematic reviews of publicly available scientific studies on
environmental agents, with 2 goals:

1.Qualitative
2.Quantitative =2 the concentrations associated with effect induction

- the nature of hazardous effects

IRIS Assessments

4 4 4 )

Hazard

Identification

* Which effects are
credibly associated
with the agent?

* Which are relevant to
human health?

.
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Dose-Response

Assessment

* Characterize
EXPOSUre-response
relationships

* Account for
extrapolations

Exposure Assessment

* How are people
exposed to the
agent?

* How much are they
exposed to?

.

Risk Characterization

* |ntegrate hazard,
dose-response and
EXpOosUre
assessments

\.

TSCA Risk Evaluations, Superfund Human Health Risk Assessment

\.

Risk Management
+ Develop, analyze,

compare opticns

+ Select appropriate

response
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IRIS 7-Step Development and Review Process

Early Step 1: IRIS Assessment
Plans

2 Agency Review
—>

® What the assessment covers

5 Revise Assessment
—>

T Scoping and
Problem Formulation

® >30-day public comment

Review by health Address peer review and

. . . _ + Seoping: Identify needs scientists in EPA’s public comments
period + public science of EPA's program and program and regional
- regional offices offices
meetin g . ﬁ ;:ﬂznscizﬂ;f“‘m l EﬁFinal Agency Review
e L @ Interagency Science and Interagency
assessment gency Science Discussion

Mid-Step 1: Protocols

>
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Draft Development

Consultation

Apply principles of
systematic review to:
+ Identify pertinent studies

Review by other federal
agencies and Executive
Office of the President

v

Discuss with EFPA health
scientists and with other
federal agencies and
Executive Office of the
President

. El.-'afuaie_study methods
® How the assessment will be R i | S — _ J‘; |
H H each health outcome - - ost Fina
conducted, including study nNEe T ? Assessment

evaluation methods

® >30-day public comment

denving toxicity values
= Derive toxicity values

P
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External Peer
Review

Release for independent
external peer review

Post to IRIS website

Opportunities for Public
Comment



\Q’EPA IRIS Systematic Review Documents

Assessment
Initiated

IRIS Handbook: Standard operating procedures for applying principles of systematic review to IRIS
assessments, including general frameworks, workflows, and examples.

Derive Toxicit|

Systematic Literature Study Data Evidence Values

Scoi)ing Review Protocol Inventory Evalu|ation Extraction Integration

N
A

| |
Initial Problem Liter!lture Reflned Organizcle Hazard Evidence Analysis and !

Formulation Search, Screen Evaluation Plan Review Synthesis Selec;tau:’(:el\sllodel

Protocols: How the assessment will be conducted (specific procedures and approaches for

A men . .
ssessment each assessment component, with rationale where needed)

Plans:

What the
assessment will
cover

Assessment
Developed
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IRIS Program Outlook

® Updated 3 times per year

® Presents IRIS assessments
currently in development and
projected public release dates

® https://www.epa.gov/iris/iris-

program-outlook

Table 1. IRIS Assessment Products/Activities — October 2022

Assessment

Public Product(s)/Activity

Projected Date

Arsenic, Inorganic

Systematic Review Protocol

Released on May 28, 2019 for a 30-day public
comment period until June 27, 2019,

NAS review meeting July 16, 2019.

Public Comment Draft

FY23 02

External Peer Review

FY23

Chloraform (Inhalation)

IRIS Assessment Plan

Released on September 18, 2017 for a 30-day public
comment period until October 18, 2017.

Public Science Meeting on September 27, 2017,

Systematic Review Protocol

Released on January 31, 2018 for a 30-day public
comment period until March 2, 2018.

Public Comment Draft

FY23 Q3

External Peer Review

FY23 Q4

Chromium VI

Systematic Review Protocol

Released on March 15, 2019 for a 45-day public
comment period until April 29, 2019.

Public Science Meeting on April 24, 2019.

Public Comment Draft

Released on October 20, 2022 for a 60-day public
comment period until December 19, 2022,

External Peer Review

FY23 Q1

Cobalt and Cobalt Compounds IRIS Assessment Plan FY23Q1
(Inhalation, Cancer)
Svstematic Review Protocol FY23 Q1
Table 2. Upcoming IRIS Assessment support products and activities  Draft 8D
wiew TBD
Product or .A.c‘tivity Next Antici pﬂtf_‘d Public StEP[S] Pl'ﬂjm'l‘_'d Date Plan Released on September 18, 2017 for a 30-day public
- - comment period until October 18, 2017,
ORD Staff Handbook for Developing IRIS Assessments Final FY23 01
{NIRIS Handbnnk": Public Science Meeting on September 27, 2017,
Cobalt and Cobalt Compounds (Preliminary Assessment Public Meeting FY23 Q1 w Protocol FY23 Q1
Materials)



https://www.epa.gov/iris/iris-program-outlook
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Ongoing IRIS Assessments

Highlighted
chemicals are in
scoping and
problem formulation
stage.

Are these chemicals
of tribal interest?
Are there other
chemicals of tribal
interest for future
engagement?

Chemical Name CASRN
1 Arsenic, Inorganic (iA)* 7440-38-2
2 Chloroform* 67-66-3
3 Chromium VI (CrVI)* 18540-29-9
4 Cobalt and Cobalt Compounds Various
5 Ethylbenzene 100-41-4
6 Formaldehyde 50-00-0
7 Mercury Salts, Inorganic Various
8 Methylmercury (MeHg) 22967-92-6
9 Naphthalene 91-20-3
10 Perfluorobutanoic Acid (PFBA)* 375-22-4
11 Perfluorodecanoic Acid (PFDA)* 335-76-2
12 Perfluorohexanesulfonate (PFHxS)* 355-46-4
13 Perfluorohexanoic Acid (PFHxA)* 307-24-4
14 Perfluorononanoic Acid (PFNA)* 375-95-1
15 Polychlorinated Biphenyls (PCBs) 1336-36-3
16 Uranium, soluble salts Various
17 Vanadium and Compounds (Oral)* Various
18 Vanadium and Compounds (Inhalation) Various

T Indicates upcoming final assessment
* Indicates upcoming draft assessment



https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=278#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=25#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=144#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?substance_nmbr=51
https://cfpub.epa.gov/ncea/iris2/chemicallanding.cfm?substance_nmbr=419
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=1522#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=73#tab-2
https://iris.epa.gov/ChemicalLanding/&substance_nmbr=436
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=701#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=702#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=705#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=704#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=703#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=294#tab-2
https://iris.epa.gov/ChemicalLanding/&substance_nmbr=421
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=1521#tab-2
https://cfpub.epa.gov/ncea/iris2/chemicalLanding.cfm?&substance_nmbr=1521#tab-2



