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Overview of Today’s Briefing

• EPA Council on PFAS: Roadmap and Early Actions
• EPA’s Approach to Tackling PFAS: Principles and Goals
• Actions: OCSPP Commitments and Timelines
• Testing Strategy: Key Elements and Approaches
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EPA Council on PFAS: Roadmap and Early
Actions
• EPA Administrator Michael Regan established the EPA Council on PFAS in April 2021 and charged it
to develop a bold, strategic, whole-of-EPA strategy to protect public health and the environment from
the impacts of PFAS.
• The Council is comprised of senior technical and policy leaders from across EPA program offices and
Regions and is chaired by Assistant Administrator for Water Radhika Fox and Acting Region 1
Administrator Deb Szaro.
• The PFAS Council developed a strategic roadmap to lay out EPA’s whole-of-agency approach to
tackling PFAS and set timelines by which the Agency plans to take concrete actions during the first
term of the Biden-Harris Administration. The Roadmap fills a critical gap in federal leadership, provides
a basic floor of federal protection, and supports states’ ongoing efforts to address PFAS.
• Complementing the strategic roadmap, EPA has already taken bold actions on PFAS since January
2021, including on drinking water, hazardous substance designation, effluent guidelines, and chemical
safety.
PFAS Strategic Roadmap: EPA’s Commitments to Action 2021–2024

3

EPA’s Approach to Tackling PFAS: Principles
PFAS contamination poses unique challenges, and EPA must
use every tool in its tool box. EPA’s approach is centered
around the following principles:
• Consider the Lifecycle of PFAS.
• Get Upstream of the Problem.
• Hold Polluters Accountable.
• Ensure Science-Based Decision-Making.
• Prioritize Protection of Disadvantaged Communities.
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EPA’s Approach to Tackling PFAS: Goals
RESEARCH
Invest in research, development, and innovation to increase understanding of
PFAS exposures and toxicities, human health and ecological effects, and
effective interventions that incorporate the best available science.

RESTRICT
Pursue a comprehensive approach to proactively prevent PFAS from entering
air, land, and water at levels that can adversely impact human health and the
environment.

REMEDIATE
Broaden and accelerate the cleanup of PFAS contamination to protect human
health and ecological systems.
PFAS Strategic Roadmap: EPA’s Commitments to Action 2021–2024

5

Actions: Cross-Program
• Engage directly with affected communities in every EPA Region. Expected Fall
2021 and ongoing.
• Use enforcement tools to better identify and address PFAS releases at
facilities. Ongoing actions.
• Accelerate public health protections by identifying PFAS categories. Expected
Winter 2021 and ongoing.
• Establish a PFAS voluntary stewardship program. Expected Spring 2022.
• Educate the public about the risks of PFAS. Expected Fall 2021 and ongoing.
• Issue an annual public report on progress towards PFAS commitments.
Winter 2022 and ongoing.
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Actions: Office of Chemical Safety and
Pollution Prevention
• Ensure a robust review process for new PFAS. Efforts
ongoing.
• Review existing PFAS under TSCA. Expected Summer 2022
and ongoing.
• Enhance PFAS reporting under the Toxics Release Inventory.
Expected Spring 2022.
• Finalize new PFAS reporting under TSCA Section 8. Expected
Winter 2022.
• Publish a national PFAS testing strategy. Expected Fall 2021.
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OCSPP Action: Publish a National PFAS Testing
Strategy
https://www.epa.gov/assessing-and-managing-chemicals-undertsca/national-pfas-testing-strategy
• EPA needs to evaluate a large number of PFAS for potential human health and ecological effects. Most PFAS have limited or no
toxicity data; however, what we know about the few with data is that they are all not alike, in either their environmetal fate/transport
or biological effects.
• If EPA attempts to research them one at a time, it will be impossible for EPA to expeditiously understand, let alone address, the risks
these substances may pose to human health and the environment.
• To address this data gap and fundamentally advance our understanding of these substances, EPA has developed this National
PFAS Testing Strategy (Strategy) to deepen understanding of the impacts of PFAS, including potential hazards to human health and
the environment
• There is emerging consensus on the need to use category/grouping-based approaches to evaluate PFAS for a range of decision
contexts.
•

Historically, for human health assessment within EPA, PFAS analogs and/or groups were based on a combination of chain-length and functional
groups.

•

In the 2020 National Defense Authorization Act (NDAA), Congress directed EPA to develop a process for prioritizing which PFAS or classes of
PFAS should be subject to additional research efforts based on potential for human exposure to, toxicity of, and other available information.
In a category/grouping approach, one or more data rich analogs is used to read-across toxicity values for the remaining data poor substances
within the group.

•

• EPA’s National PFAS Testing Strategy addresses this gap by creating a strategic approach for identifying and selecting PFAS for
testing.
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Develop Initial PFAS Structural Categories
Collaboration between ORD & OCSPP
Tertiary categorization
performed only on
Secondary Categories with
structural diversity greater
than the threshold
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DSSTox
Database

Structural
Filters

~906K
substances

1. Contains -CF2
2. Apply ‘OPPT working
definition’
3. Remove radicals, charge
imbalanced
4. Remove specific types of 5
and 6 membered rings
(aromatic, containing
double bonds,
heterocycles)

*Based on Su and Rajan, 2021

Primary
Structural
Categories*

Secondary
Structural
Categories

1. PFAS derivatives
2. PFAAs
3. Perfluoro PFAA
precursors
4. Non-PFAA Perfluoroalkyls
5. FASA-based PFAA
Precursors
6. Fluorotelomer PFAA
precursors
7. Silicon PFAS
8. Side-chain fluorinated
aromatic PFAS
9. Other aliphatic PFAS

1. Volatile (>100 mmHg
vapor pressure)
2. Non-volatile with greater
than or equal to 8 carbons
3. Non-volatile with less than
8 carbons

Tertiary
Structural
Categories
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Structural Diversity ‘Within’ and ‘Between’ Secondary
Categories Used to Set Diversity Threshold
Secondary Category C

‘Between’ and ‘Within’ Category Pairwise Distance Distributions

‘Within’
Category
Distances

Density

Diversity Characteristic #2

Secondary Category A

‘Between’
Category
Distances

Secondary Category B
Median Pairwise Distances
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Diversity Characteristic #1
Antony Williams, Grace Patlewicz, Richard Judson, and OPPT Collaborators
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Centroids Calculated for Each Terminal Category to
Help Select Most Representative PFAS for Testing

Diversity Characteristic #2

Terminal Category A
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Centroid

Terminal Category B

Mean of the chemical
fingerprint matrix
used to identify the
‘centroid’.

‘Centroids’ used to
identify the most
representative
substance for the
group

Centroid

Diversity Characteristic #1
11
Antony Williams, Grace Patlewicz, Richard Judson, and OPPT Collaborators

Testing Candidate Identification
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OCSPP Action: Publish a National PFAS
Testing Strategy
• As contemplated in TSCA sections 4(a)(4) and 4(h)(2)(A), (B), Tiered Testing, which includes BOTH in vitro and in vivo testing, is envisioned:
• Tier I: Testing of physical-chemical properties (e.g., vapor pressure, solubility) and in vitro testing (e.g., nuclear receptor, toxicokinetics,
genotoxicity) to inform short-term in vivo toxicity and/or toxicokinetic tests.
• Tier II: Testing to inform which species and doses to use in Tier III testing including in vivo toxicokinetic studies, in vivo short-term
inhalation studies for potential surfactants, and in vitro dermal absorption.
• Tier III: Testing to identify dose levels for hazard characterization and risk assessment including potential in vivo subchronic,
developmental, reproductive, and carcinogenicity testing.
• EPA expects to refine initial structural categories using mechanistic and toxicokinetic data from EPA’s Office of Research and Development
(ORD) as well as further evaluation of degradation products and exposure data (e.g., environmental monitoring, biomonitoring).
• EPA expects to issue further TSCA Test Orders after the categories are refined. The process for refining and issuing Test Orders will be an
iterative process as testing data is submitted to the Agency.
• While EPA expects to use TSCA Section 4 order authority to require PFAS manufacturers to conduct and fund the studies, the information
derived from this testing strategy will be used by the Agency to evaluate of toxicity and risks associated with this large class of
chemicals, and thereby further inform the Agency’s future research, monitoring, and regulatory efforts under multiple
statutes/programs.
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Phased Implementation of the National Testing
Strategy

Phase I

Phase II

Iterative approach to refining categories
14
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Take Home Messages
• EPA undertaking a multi-pronged strategy to characterize the chemistry,

toxicity, and toxicokinetic properties of the broader class of PFAS.
• A category-based approach is being used to identify candidate PFAS for

further in vivo testing and provide toxicity values for the constituent
substances.
• Initial structural categories will be refined using the mechanistic and

toxicokinetic data.
• ORD has worked closely with OCSPP to develop the strategy for regulatory

application.
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Contact Info
Jeff Dawson
Dawson.jeff@epa.gov
703-408-6575
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OCSPP Action: Ensure a Robust Review
Process for New PFAS
• EPA’s TSCA New Chemicals program plays an important gatekeeper role in ensuring the safety of new PFAS prior
to their entry in U.S. commerce. Where unreasonable risks are identified as part of the review process, EPA must
mitigate those risks before any manufacturing activity can commence.
• Since early 2021, EPA has taken steps to ensure that new PFAS are subject to rigorous reviews and appropriate
safeguards, including making changes to the policies and processes underpinning reviews and determinations on
new chemicals to better align with the 2016 amendments.
• In April 2021, the Agency announced that it would generally expect to deny pending and future LVE submissions for
PFAS based on the complexity of PFAS chemistry, potential health effects, and their longevity and persistence in
the environment.
• A prohibition on all new PFAS or new uses of PFAS – irrespective of any identified risks – could have the
unintended consequence of perpetuating or even increasing the use of older unrestricted PFAS – including unsafe
PFAS which have never undergone EPA review, or which were reviewed decades ago when the Agency’s
understanding of the science and the risks associated with PFAS was very different than it is today.
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OCSPP Action: Review Existing PFAS under
TSCA
• Review Previous Decisions on PFAS
• July 2021: Stewardship program to encourage companies to voluntarily withdraw of ~600 previously granted PFAS LVEs.
• Issue TSCA Section 5(e) orders for existing PFAS for which significant new use notices (e.g., a new manufacturing process for
an existing PFAS, or a new use or user) have recently been filed; impose rigorous safety requirements as a condition of
allowing the significant new use to commence.
• Improve approaches for overall tracking and enforcement of requirements in new chemical consent orders and significant new
use rules (SNURs) to ensure that companies are complying with the terms of those agreements and regulatory notice
requirements.
• Close the Door on Abandoned PFAS and Uses
• Many existing PFAS (i.e., that are already in commerce and listed on the TSCA Inventory of chemicals), are currently not
subject to any type of restriction under TSCA.
• Many PFAS (hundreds) have not been actively manufactured for many years and/or past uses have been abandoned.
• Absent restriction, manufacturers are free to begin using those abandoned chemicals or resume those abandoned uses at any
time.
• SNUR: Rulemaking to designate uses of a chemical that are not currently ongoing—and potentially all uses associated with
an inactive chemical—as “significant new uses” à ensures that an entity must first submit a notice to EPA before it can
resume use of that chemical or use. TSCA then requires EPA to review and make an affirmative determination on the
potential risks to health and the environment and to require safety measures to address unreasonable risks identified.
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OCSPP Action: Finalize new PFAS Reporting
under TSCA Section 8(a)(7)
• June 2021: Proposed rule to collect information on any PFAS manufactured since 2011,
including:
• Chemical or mixture identity, trade name, and molecular structure; Descriptions of byproducts resulting
from the manufacture, processing, use, or disposal
• Categories of use and quantity manufactured or processed for each category of use
• Existing environmental and health effects information
• Number of workers exposed and duration of exposure
• Manner or method of disposal and any change in manner or method

• EPA has identified at least 1,364 PFAS meeting the structural definition, including:
• All PFAS listed as active on the February 2021 TSCA Inventory and with TSCA section 5 (new
chemicals) low-volume exemptions

• Proposal did not include, but took comment on, exemptions (e.g., articles)
• Public Comment ended September 27, 2021; Statutory Deadline for Final: January 1, 2023
• Next Steps: Small Business Advocacy Review à 9-12 month process à Finalize
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OCSPP Action: Enhance PFAS Reporting under
the Toxics Release Inventory
• 2020 NDAA: 172 PFAS reported TRI for RY2020.
• Exemptions and exclusions resulted in lower reporting than
expected.
• Rulemaking (or legislation?) to categorize the PFAS on the TRI list
as “Chemicals of Special Concern” and to remove the de minimis
eligibility from supplier notification requirements
• Continue 2020 NDAA Additions to TRI
• Automatic additions for certain PFAS (e.g., PFBS, GenX, certain
SNURs)
• Rulemaking to add more PFAS to TRI in 2022
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