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GLOBAL COBALT VALUE CHAIN (2021)
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COBALT CHEMICALS MANAGEMENT HORIZON?
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An incorrectly set toxicity value will have large and wide-spread Cobalt industry needs to:

Impacts on the cobalt industry :> + Defend a robust scientific foundation
- Large costs to comply without higher health benefits AND importantly,

+ Close of industries OR regrettable substitution « Generate up-to-date industry-led e CcOoBOLT
« Impact on other global requlatory decisions socioeconomic assessment INSTITUTE




CHEMICALS MANAGEMENT FOR METALS (COBALT)

RISK
ASSESSMENT  Natural occurrence of metals

PROCESS
STEPS |d|:ﬁ.zrﬁa$.9n « Adaptation of organisms to metals

« Essentiality of metals

What adverse health effects can
v opon e DOSE-
RESPONSE « Background exposure and
Assessment ; ) .. !
consideration of this in risk assessment

EXPOSURE

Assessment

What is the amount, type, duration, What amount of the substance is needed

frequency and route of exposure to cause hazardous effects to the
to the substance? various receptors by relevant
RI S K routes of exposure?

Characterization

Do the amounts of exposure {from the exposure
assessment step) exceed the amounts
needed to cause the effects (from the
Dose-Response Assessment step)
for the appropriate receptors
and exposure routes?

Epidemiological studles (Marshet al
2017, Sauni, 2017 inhalabls racton  Rat data (NTF): HEC adjusted values
I

| 1
Co suifate | 'Co metal @

ing cancer) humans

Cobalt has a safe
level for exposure
_ (where cancer does
Bianan sl Ot OCCUT).

Detailed legend for cohort studies below;
rat data depicted as hazard ratio, average of males and females.
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WHAT DOES THE EPA IRIS PROGRAM DQO?

EPA’s IRIS Program supports the wider agency’s
mission to protect health and the environment by...

* identifying and characterizing the health
hazards of chemicals found in the
environment.

US EPA Office of Research and Development

IRIS assessments at high level focus on:

Location in the ORD aims to
ensure it remains independent
and impartial from standard-
setting and EPA’s program offices

« Chemicals — they may cover a chemical, a group of
related chemicals, or a complex mixture; and

 Toxicity Values — the assessment is serves as a

reputable source of toxicity information via toxicity Pre-regulatory — meaning it does
values that are used by EPA, state and local health not generate rules with legal
agencies, other federal agencies, and international authority

health organizations. o cosaLT
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WHERE DOES THE IRIS PROGRAM FIT IN AT EPA?

Environmental Protection Agency

Requires Senate confirmation Political appointee

e B Office of the Administrator
Al
Office of Homeland Security (OHS) (A0)

Office of Policy (OP)
Office of Public Affairs (OPA)

Office of Civil Rights (OCR)

Science Advisory Board (SAB)
Office of
Office of Mission Office of Air and Cgﬁg‘:h?t?;ﬁty : ':;eng;Tgfg::f
Support (OMS) Radiation (OAR) Prevention (OCFO)
(OCSPP) \
Office of Ofﬁpe of Office of Lan
Inspector General Inter_natlonal_and and Emergency Research and
(0IG) Tribal Affairs Management Development
(OITA) (OLEM) (ORD)
Region 1 Region 2 Region 3 Region 4 Region 5 Region 6 Region 7
Boston New York Philadelphia Atlanta Chicago Dallas Kansas City

Office of Administrative and Executive
Services (OAES)

Office of Children’s Health Protection
(OCHP)

Office of Public Engagement and
Environmental Education (OPEEE)

Office of Congressional and
Intergovernmental Relations (OCIR)

Office of Small and Disadvantaged
Business Utilization (OSDBU)

Office of
Enfcoorfna‘;'ilgzgznd Office of General
pre Counsel (OGC)
(OECA)
Office of
Environmental
ofﬁoc(eooJV\;Vater Justice and
External Civil
Rights (OEJECR)
Region 8 Regi;'n ° Region 10
Denver , Seattle
Francisco
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IMPACTS OF IRIS ON OTHER EPA REGULATORY PROGRAMS

Safe Drinking Water Act Clean Air Act

IRIS toxicity values are the scientific basis for IRIS values are used to inform national
setting Maximum Contaminant Levels (MCLs) ambient air quality standards and air toxics
for nationwide drinking water standards. emission standards for industrial sources.

Clean Water Act 3 CERCLA “Superfund” Site Clean Up

IRIS Assessments are used to set ambient
water quality criteria for surface waters and
inform new pollutant discharge standards.

Toxic Substances Control Act

IRIS information directly drives remediation
levels for hazardous waste sites and guides
how cleanups are managed.

FIFRA Pesticides and Insecticides

IRIS information and toxicity values are relied IRIS toxicological data is used to assess
upon to determine unreasonable risks from health risks from various chemical exposures,
toxic substances and set standards or setting tolerances and imposing

restrictions for workplace and consumer strictions.,
éo
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HOW IRIS IMPACTS GLOBAL DECISION MAKING

US State / Local
Regulatory
Agencies

Serves as a
resource for
regulatory
decisions

US Public
Health
Departments

Aids local health
agencies and
leaders

International
Bodies and
Agencies

Informs other
authoritative
bodies worldwide

Academic and
Research
Institutions

Utilized by experts
in health and
environmental
research globally

NGO and
Advocacy
Organizations

Embraced by
NGOs in the US
and worldwide
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CURRENT CHEMICALS UNDER REVIEW IN THE IRIS PROGRAM

Chemical

Docket ID

additions

1. General Docket EPA-HQ-ORD-2014-0211
2. Arsenic, Inorganic (iA) EPA-HQ-ORD-2012-0830
3. Chloroform EPA-HQ-ORD-2017-0497
4, Chromium VI (CrV1) EPA-HQ-ORD-2014-0313
5. Cobalt and Cobalt Compounds EPA-HQ-ORD-2022-0833
T Ethylbenzene EPA-HQ-ORD-2014-0526
7. Formaldehyde (Inhalation) EPA-HQ-ORD-2010-0396
8. Mercury Salts, Inorganic EPA-HQ-ORD-2019-0504
9. Methylmercury (MeHg) EPA-HQ-ORD-2018-0655
10. Naphthalene EPA-HQ-ORD-2014-0527
11. Nitrate EPA-HQ-ORD-2017-0496
12, | Nitrite EPA-HQ-ORD-2017-0496
13. Perfluorodecanoic Acid (PFDA) EPA-HQ-ORD-2019-0287
14, Perfluorohexanesulfonic Acid (PFHxS) EPA DOCKET EPAHQ:
ORD-2021-0562
15. Perfluorononanoic Acid (PFNA) EPA-HQ-ORD-2021-0560
16. Polychlorinated Biphenyls (PCBs) EPA-HQ-ORD-2011-0676
17. Uranium, natural EPA-HQ-ORD-2017-0747
1. Vanadiu.m and Compounds EPAHQ-ORD-2020-0182
(Inhalation)
19. Vanadium and Compounds (Oral) EPA-HQ-ORD-2020-0183

IRIS External Peer
Review Reports

IRIS Assessment Peer Review Reports: Assessments in Development:

o |RIS Toxicological Review of Formaldehyde
(External Review Draft, 2022)
o |RIS Toxicological Review of Hexavalent

© PENA (Public Comment Draft)

o Uranium (Protocol)

o Nitrate/Nitrite (Protocol)

o Inorganic Arsenic (Public Comment Draft)

Chromium (External Review Draft, 2022)

o |RIS Toxicological Review of
Perfluorodecanoic Acid (PFDA) and Related
Salts (External Review Draft)

o Vanadium - Inhalation(Protocol)

‘ See the Full List of Assessments in
See the Full List of updates and recent

Development

Approximately 18 chemicals under review — including

Cobalt and Cobalt Compounds
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HOW EARLY ARE WE IN THE IRIS PROCESS FOR COBALT?

We are here

1

Scoping and
Problem Formation

« Scoping: Identify needs
of EPA’s program and
regional offices

* Problem formulation:
Frame scientific
quest fic to the

sment

Draft Development

Apply principles of

systematic review fo:

« Identify pertinent studies

» Evaluate study methods
and quality

« Integrate evidence for
each health outcome

« Select studies for
deriving toxicity values

« Derive toxicity values

Review

zz Agency Review

=) Review by health

scientists in EPA’s
program and regional

offices

@ Interagency Science
Consultation

Review by other federal
agencies and Executive
Office of the President

v

l‘\-j Public Comment

Release for public review
and comment

External Peer
Review

Release for independent
external peer review

Finalize

5 Revise Assessment

# Address peer review and

public comments

v

@ Final Agency Review
and Interagency

Science Discussion

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

President

'Z-; Post Final
Assessment

Post to IRIS website

IRIS AssessMENT DEVELOPMENT PROCESS

The 7-step process has not changed. This figure refines earlier versions and includes the 2013 IRIS enhancements and the incorperation of systematic review approaches.

G
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Cl ENGAGEMENT WITH IRIS PROGRAM
cCoBALT

®
0 INSTITUTE
? - .

Using human/workplace
data is critical.

Existence of safe

exposure level (with no
cancer).

| — Assessmen

Significant and key data
generation in next 3—-5
years.

Monday, 6" November 2023
Andrew Maier, ChemRisk/Stantec, Principal Health Scientist Vi

Lynne Marshall, ChemRisk/Stantec, Supervising Health Scientist
Marisa Kreider, ChemRisk/Stantec, Principal Health Scientist
Vanessa Viegas, Cobalt Institute, Deputy Head of Scientific and Regulatory Affairs & Principal Toxicologist (Human Health)
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IRIS PROGRAM - MAIN AREAS TO TACKLE

TRANSPARENCY STAKEHOLDER ENGAGEMENT ECONOMIC IMPACTS

I 1 1
I 1 1
| | |
| | |
[ ] [ ] [ ]
SCIENCE AND DEFAULT FINAL TOXICITY VALUES TIMELINE
CONSERVATISM
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A LONG ROAD AHEAD...

Review Finalize

OFFICE OF TSCA Work Plan for Chemical Assessments:
AIR & RADIATION 2014 Update

ﬂ Scoping and 2 Agency Review gj Revise Assessment

Problem Formation =) Review by health # Address peer review and
. Scoplng /den[,fy needs scientists in EPA’s pUb/iC comments :able 2-1.“I EPA Program Office Interest in a Cancer Assessment of Cobalt U.S. Environmental Protection Agency October 2014

of EPA’s program and program and regional ompounds.

regional offices offices - ea |
s u @ Final Agency Review e voggorai| O Statutas/regul e usesfintarnst

Frame scientific and liloragenc office | — : :

questions specific to the 33 Interagency Science Selonce D8 sgussi):) " o Ot AP uder secuon 132 3y 4205 o s

assessment Consultation = s ,’;ﬁlf!i,“fe?;ﬁ;i“if:“m':!;ii?::?;“UTZ;LTL e e

ISCUSS Wi eal lenvironment

Deait Dovelopmett Review by other federal scientists and with other ]
Apply principles of agencies and Executive federal agencies and . . . . - . .
i Oifce o ol Soetdant Executive Office o the Outcome to inform on Potentially significant restrictions
« Identify pertinent studies % President
« Evaluate study methods 1 1 ! 1 1

Sianty ] e { federal air emission and controls (including workplace)
* Integrate evidence for Public Comment

Post Final trols? nder TSCA?

each health outcome Release for public review controls - u e .

« Select studies for s e Assessment

deriving toxicity values
= Derive toxicity values S External Peer

Review

I Post to IRIS website

Release for independent
external peer review S

IRIS AssessMENT DEVELOPMENT PROCESS

SN T s S Sound scientific foundation and socio-
economics Is crucial to support position.
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For more information:
Vanessa Viegas, Head of Scientific and Regulatory Affairs

vviegas@cobaltinstitute.org
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