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TSCA/REACH Short Course -- Agenda

« Dr. Patricia Underwood, Office of the Assistant Secretary of Defense for
Sustainment: Introduction: DoD Perspective on Managing REACH and TSCA
Existing Chemicals Issues

* Ms. Niva Kramek, U.S. Environmental Protection Agency: TSCA Update
« Mr. David Hyde, Aerospace Industries Association: Industry Perspective on TSCA

 Mr. Costas Tataroglou, European Defence Agency: REACH Impact on Defence:
EU Perspective & EDA REACH activities

« Ms. Erin Yaeger, Pratt & Whitney: REACH Update: U.S. Perspective
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TSCA/REACH Short Course — Panel Discussion

» Defense exemptions under REACH — how are these being handled and what is
]’Ehe t{mefrgme/appllcatlon process? Are these exemptions necessary for critical
unctions”

* How can we envision cooperation improving between industry and government
on chemicals? E.g., future authorizations on chromate; what is best way to
communicate/pass messages?

* How is Defense R&D handled under TSCA?

* How will entities address the requirements of the EU Waste Framework Directive,
and what are the challenges?
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Office of the Secretary of Defense for Sustainment —

Environment
Chemical and Material Risk Management Program

* Mission — To protect readiness, people, defense systems, and the
environment by identifying and managing risks associated with chemicals
and materials used by DoD

* Focus — To identify and assess chemical risks to the DoD and establish risk
mitigation through organizational policies
« Emerging Chemicals (EC)
» Toxic Substance Control Act (TSCA)

. I(Eéjé?a\pgﬁ? Union Registration, Evaluation, Authorisation and Restriction of Chemicals Regulation

 Importance — Enabler of military strategic advantage and key performance
enablers

« Avoid/minimize obsolescence or limited access to DoD mission-critical
products/substances and disruption to industrial base/supply chain due to ESOH
regulations
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Global Chemical Regulations

Countries with F-35s (or
considering purchase)
Color coded by chemical
management regulation
Partner Countries

Australia

Canada
Denmark

Italy

The Netherlands
Norway

United Kingdom
United States

FMS Customers I REACH or defers to REACH
Israel - . Candidate for REACH adoption
Japan . Own regulation related to REACH
Republic of Korea

Considering Purchase . Own unique regulation
Belgium . Regulation in development
Finland

* Does have hazardous chemical law. SERDP+ ESTCP
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OASD Sustainment Policies, Strategies and US Interagency

Department of Defense

REACH: A Strategic Plan for Managing
Chemicals, Materials, and Impacts on Readin,

The European Union’s Registration, Evaluation, Authorisatig
and Restriction of Chemicals Regulation

Disclaimer

This document is a strategic plan: it does not provide authority to take specific action|
Such authorization must be oblained through normal ddkgnlmlw found in other
Department of Defense issuances and policy

Engagement

must comply with Depurtment of Delense Directive (DoDD) SHO 3, ln(u'nulwlml Agrool
and any other applicable issumce.

Department of Defense
INSTRUCTION

NUMBER 4715.18
B 2000

Ceriified Curvent Through Ji

USINAT&L)
SUBJECT: Emerging Contaminants (ECs)
Refercnces:  Sce Enclosure 1
1. PURPOSE. This blishes policy and assigns bilities for the

identification, t, and risk of ECs that have the potential to impact the
DD in assordance with the suthority in DoD Directive (DoDD) 5134.01 {Reference (a)) and the
guidance in DoDD 4715,1E, DoD Instrction 5000.02, and Defense Asquisition University Risk
Munagement Guide (References (b), (), and (d))

2. APPLICABILITY. This Instruction:

a Applics to OSD, the Military Departments, the Office of the Chairman of the Joint Chicfs
of Staff and the Joint Staff. the Combarant Commands, the Office of the Inspector General of the
Department of Defense. the Defense Agencies. the DoD Field Activities, and all other
organizational entities within the Do {referred to collectively in this Instruction as the “Deld
Components™)

b. Applies to the Dol activities and programs involving the development, production, use,
nge, or release of chemicals and materials that can be considered ECs at DoD operations,
tivities, and mstallations i the United

s

e Applies to the DoD managed response action:

formerly used defense sites.
d. Does not apply to:
(1) Contrastor-owned or contractor-operated facilifics.

2) Radiological data collected under the Naval Nuclear Propulsion Program or other
adiclogical programs

Dol

(3) Chemsical, biological, radiological, nuclear, and explosive incident training or

response programs,

Coordination Principles on TSCA Work Plan Chemicals
in EPA’s Office of Pollution Prevention and Toxics and DoD’s Office of the
sistant Secretary of Defense, Energy, Installations and Environment

and EPA intend to cooperate on various information sharing activities to facilitate the
al of advancing risk reduction for Work Plan chemical
ding information on mission critical uses of chemicals re

ntrol Act (TSCA). The coordination pr
ms to foster the timely sharing of information and meani
EPA and DoD on TSCA Work Plan chemicals

d under t

les below seek t regular and

ul collaboration

nd
khis document will lead to more informed and effective risk reduction activities
ek Plan chemicals, imp:

se on evaluating and transitioning t
rs, and expar

rative chemicals or processes for both the public and private sec!

ion critical uses of W

ns, and facilitate approaches to find and d
e technical support, exchange of data and te
tion, and regular communication and engagement.
en subject to available funding and resources within each office

ected to be

Substances Conts

d risk manag

0 collect information on chemicals for

asks to Implement Coordination Principles

D0D resolves to each provide one point of contact to lead the effort to foster improved
ion between EPA and DoD, including using all available forums to exch

jon, such as webinars, conference calls, and meeting

eduled as n £PA and
ings. Each office intends to

e participation of appropriate technical experts to discuss meeting topics.

hd to address agreed upon agenda topics during me,

ves to provide regular updates to DoD on its TSCA Work Plan risk ment and risk

risk managemen es, uses

Office of the Deputy Assistant Secretary of Defense ESOH, Emerging Contaminants
Program

Established in 2008 as Directed by DoD Instruction 4715.18

Reach Strategic Plan — Published in 2008 and updated in 2016
DoD Energy Installations & Environment, ESOH and EPA OPPT Coordination Principles

2016
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DoD REACH Strategic Plan
Global Chemical Regulation Integrated Process Team (IPT)

"~ JUSCENTCOM

Central Comm

USAFRICOM

United States African Command
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E d -~ 7 Upited States Pacific Command
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USPACOM

United States Pacific Command

w

I ReAcH or defers to REACH
i Candidate for REACH adoption f2E N g
. Own regulation related to REACH

. Own unique regulation

. Regulation in development
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TSCA Risk Management

EPA may apply one or more of the following
requirements to chemical substances or
mixtures to the extent necessary to eliminate
an unreasonable risk of injury to health or the
environment.

1. Prohibit or restrict manufacture,
processing, or distribution in commerce

2. Prohibit or restrict specific chemical uses
or above a set concentration

3. Prohibit or regulate any manner or
method of commercial use

4. Require minimum warnings and
instructions

5. Require recordkeeping
6. Prohibit or regulate disposal methods

7. Notification requirements for
manufacturers or processors

U.S. EPA TSCA and EU REACH Regulatory Options

REACH Risk Management

ECHA implements the following to address
unacceptable risks posed by chemicals.

. Chemical registration (“No Data, No

Market”)

. Identify substances of very high concern

(SVHCs)

. Authorisation: SVHCs included on the

Authorisation List are assigned a “sunset
date” after which their use will be banned,
unless an Authorisation is granted for a
definite period of time.

. Restriction: Used to limit or ban the

manufacture, placing on the market
(including imports) or use of a substance;
but can impose any relevant condition,
such as requiring technical measures or

specific labels. SERDP+ ESTCP
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Global Chemical Regulations Potential Impacts

» Total ownership cost increases due to shrinking chemical and material sector
defense industrial base

« Supply chain disruptions and risks

» Foreign supplier dependency

« Acquisition program schedule delays

 Limitations on where DoD can employ or sell systems

. ){stem_and product performance and availability issues due to less effective
alternative materials, unmanaged material subsfitutions, and use of counterfeit
chemicals/materials

» Suppressed innovation by decreasing design choices due to highly regulated
chemical or unavailability of chemicals/materials

* Increased innovation due to need for alternatives
« Substitution regret

SERDP+ ESTCP
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Identifying Risks and Taking Action

What are mission risks associated
with Global Chemical Regulations * Develop new substitutes

) Oor processes
and what do we do about them? Are effective « Encourage transition of
€

and safer ) )
I alternatives available substitutes

Risk evaluation for the available?
potential for obsolescence

e Engage chemical

manufacturers, suppliers, Will mission

] ] critical
and distributers to ot
evaluate: remain

ili ilable in
e Fragility daval
the market? .
¢ Criticality s
K * Obsolescence J associated with DoD

uses and which are
mission critical?

e Screening

e Risk evaluation to
identify critical uses
SERDP+ ESTCP
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DoD Actions to Reduce Mission Risks Associated with Global

Chemical Regulations
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DoD REACH Strategic Plan — A Common Framework for
Assessing Global Chemical Regulatory Risks

Ensure Access and Use of Mission-Critical Substances
GOAL 1

Scanning

Objective 1.1
ID REACH Substances of
Interest to DoD

Authorization List (Annex XIV) &
Restriction List (Annex XVII)

Not of Interest to DoD:

« “For supply to general
public” (toluene in adhesives
and spray paint)

*Chemical not relevant to
DoD (fragrances)

*Regulated use not relevant
to DoD (use of lead in certain
jewelry articles)

Assess Risks

Objective 1.2
ID Mission-Critical Products
Containing REACH-Regulated
Substances

Regulated but not mission-
critical

Risk Characterization

Objective 1.3
Conduct Phase | & Il Impact
Assessments for Mission-Critical
Substances

Mission-critical, but Low
Risk

Risk Management
Strategies

Objective 1.4
Develop Policies and
Management Strategies

Risk Management
Strategies for Regulated
Mission-Critical
Substances

+Policy

«Acquisition Strategy
*RDT&E for Alternatives

SERDP+ ESTCP
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REACH Strategic Plan Test Case:

Strontium Chromate

1. Assure Access and 2. Ensure Performance 3. Forecast and Prepare 4. Minimize Impacts on
Use of Mission Critical of Substitute for Disruptions the FMS Program
Substances

O Strontium
chromate 2019

\dentfy REACH: sunset date is
(ESOH) regulated .
TN substances of one of the hlgher
interestto DoD Identify added cost, ) .
reformulations, im[l)girt‘:gom R.EACH rISks. fo.r
bstitutes,
ASD(EI&E) u?l:VZi:al:)ilei:y?;r REACH onthe Air Force units in
b/ [dentify mission DoD Identify and ESOH critic(a(l):ptflsgnces FMS Program the EU
Component \ERELEE! 5 8 understand - 1. .
Action Office. JRSCANL YIS where & how O Map ongoing
N[/ substances substitutes are H .
(from Obj 1.1) used Identify and Anticipate/respond actions . agalnSt
trackstatus to customer Strategic Plan
0 requests for .
exemption REACH requireme nts
DoD Conduct requests compliance data . .
Component NI ESS'I'E;'DI:P)I . ngtelop?nd O Identify gaps in
Action Office Impact I integrate i iti i
P B Coronent Ao sl — risk mitigation
Action Office e P Anticipate/
mitigation plans respondto
prel{ V(114 for critical uses customer
of regulated requests for
: products substitutes
DoD Developrisk

TS 8\ management Implementation SERDP+ ESTCP

Action Office ARETX{IEE 11l by
policy Components
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“TSCA First 10 High Priority Chemicals” — DoD Uses

« TSCA required EPA to initiate risk evaluations on 10 chemicals from the list of chemicals on EPA's TSCA
Work Plan for Chemical Assessments and to complete the risk evaluations by December 22, 2019. EPA
most likely will need the six-month extension from December 2019 to June 2020 to complete all 10.

« The first group of chemicals already under evaluation are:

> 1,4-Dioxane > Methylene Chloride
1-Bromopropane > N-methylpyrrolidone
Asbestos * > Pigment Violet 29 *
Carbon Tetrachloride » Tetrachloroethylene
Cyclic Aliphatic Bromide Cluster *  » Trichloroethylene

YV V V VY

* No mission critical uses identified

« The first 10 chemicals are setting the pattern for future EPA risk evaluation activities under TSCA.

SERDP+ ESTCP
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TSCA “Next 20 High Priority Chemicals” Undergoing

Chemical Name m Chemical Name m

Dibutyl phthalate (DBP)

Butyl benzyl phthalate (BBP) \/
Di-ethylhexyl phthalate (DEHP) \/
Di-isobutyl phthalate (DIBP) \/

Dicyclohexyl phthalate (DCHP)

p-Dichlorobenzene
o-Dichlorobenzene

1,1-Dichloroethane

1,2-Dichloroethane

1,1,2-Trichloroethane

Prioritization

84-74-2

85-68-7

117-81-7

84-69-5

84-61-7

106-46-7

95-50-1
75-34-3

107-06-2

79-00-5

Ethylene dibromide
1,2-Dichloropropane

trans-1,2-Dichloroethylene
4,4'-(1-Methylethylidene)bis[2,6-dibromo-
phenol] (TBBPA)

Tris(2-chloroethyl) phosphate (TCEP) \/
Phosphoric acid, triphenyl ester (TPP)
Phthalic anhydride

1,3-Butadiene

1,3,4,6,7,8-Hexahydro4,6,6,7,8,8-hexa-
methylcyclopenta [g]-2-benzopyran (HHCB)

Formaldehyde
16

106-93-4

78-87-5

156-60-5

79-94-7

115-96-8

115-86-6
85-44-9
106-99-0

1222-05-5

50-00-0

denotes on EC Action List

denotes on EC Watch List

SERDP+ ESTCP
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Interagency Review — EO 12866 and EO 13563

* In 1993, President Clinton issued Executive Order (EO) 12866, Regulatory Planning and Review, which

directed agencies to work together when creating regulations, and tasked the Office of Management and
Budget (OMB) with carrying out the review function:

Federal Register/Vol. 58, No. 190/Monday, October 4, 1993/Presidential Documents

(b) The Office of Management and Budget. Coordinated review of agency
rulemaking is necessary to ensure that regulations are consistent with applica-
ble law, the President’s priorities, and the principles set forth in this Execu-
tive order, and that decisions made by one agency do not conflict with
the policies or actions taken or planned by another agency. The Office
of Management and Budget (OMB) shall carry out that review function.
Within OMB, the Office of Information and Regulatory Affairs (OIRA) is
the repository of expertise concerning regulatory issues, including methodolo- N - A
gies and procedures that affect more than one agency, this Executive order, MMM
and the President’s regulatory policies. To the extent permitted by law,
OMB shall provide guidance to agencies and assist the President, the Vice
President, and other regulatory policy advisors to the President in regulatory
planning and shall be the entity that reviews individual regulations, as
provided by this Executive order.

THE WHITE HOUSE,
September 30, 1993.

* In 2011, President Obama supplemented and reaffirmed EO 12866 by issuing EO 13563, Improving
Regulation and Regulatory Review, and included principles that agencies must implement when
promulgating regulations:

among other things: (1) propose or adopt a reguléﬁon olnly upoff a reasoned
determination that its benefits justify its costs (recognizing that some benefits

and costs are difficult to quantify); (2) tailor its regulations to impose the o : Ny
least burden on society, consistent with obtaining regulatory objectives, taking
into account, among other things, and to the extent practicable, the costs

of cumulative regulations; (3) select, in choosing among alternative regulatory
approaches, those approaches that maximize net benefits (including potential
economic, environmental, public health and safety, and other advantages;

distributive impacts; and equity); (4) to the extent feasible, specify perform- SERDP+ESTCP
ance objectives, rather than specifying the behavior or manner of compliance

that regulated entities must adopt; and (5) identify and assess available

alternatives to direct regulation, including providing economic incentives

to encourage the desired behavior, such as user fees or marketable permits, THE WHITE HOUSE,

or providing information upon which choices can be made by the public. Jomuory 16, 2011 #SerdpEstcp2019




DoD Interagency Engagement on EPA TSCA

4 \

Engage with EPA OCSPP Policy and legal

. J

( ) Occupational uses
Engage with EPA OPPT
Chemical Mangers

\ / Hazard and Risk Evaluations

Identify mission critical
uses and alternatives

DoD Enterprise-wide

Risk Evaluation Evaluate market impacts ]

Consider utility of National Security
Exemption

Interagency

Comment on Chemical
SERDP + ESTCP

Specific Rule Making : )
Public docket SYMPUSIUM
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Managing Chemical Regulatory Risks

Key Challenges

Imminent Need to Create Transparency in the Supply Chain

Ch_emicals Contgins N_Ianufactqred Incorporates Maintained by
of interest chemicals with chemicals chemicals of -
others with
of interest of mterest mterest

chemicals of interest

R I:Iil_/

C/M content data are located across DoD system life cycles and functional areas

SERDP+ ESTCP
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TSCA Timeline —

Timeline -
Develop Alternatives

Need Safer Alternatives But Timing and Performance is Critical

Existing Chemical

Designate
Chemical for Risk
Assessment
Identify
Requirements
Budget/
Solicit/
Award

Complete Risk
Assessment

Basic/Applied
Research

Risk
Management
Rulemaking

Advanced
Development

20

Demonstration/
Validation

Substitute
® Available
Implementation
SERDP + ESTCP
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Contact Information

Chemical and Material Risk Management
Program
Dr. Patricia Underwood, PhD, DABT MBA
Office of Assistant Secretary of Defense for
Sustainment (Environment)
Phone: 571-372-6396
Email: patricia.underwood6.civ@mail.mil
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