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"Under certain conditions, chemicals will act jointly in a way that the
overall level of toxicity is affected. Chemicals with common modes of
action will act jointly to produce combination effects that are larger
than the effects of each mixture component applied singly. These
effects can be described by dose/concentration addition. Interactions
(including antagonism, potentiation, and synergies) usually occur at

medium or high dose levels (relative to the lowest effect levels)".

"Regarding the assessment of chemical mixtures, a major knowledge
gap at the present time is the lack of exposure information and the
rather limited number of chemicals for which there is sufficient
information on their mode of action. Currently, there is neither an
agreed inventory of mode of actions, nor a defined set of criteria how to

characterize or predict a mode of action for data-poor chemicals".
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1970s — POW-related diseases (psychosis, IBS, beriberi, malnutrition, etc.)
1980s — Agent Orange (AO) (chloracne, etc.) and Radiation (cancers)

1990s — Mustard gas-related diseases (cancers, eyes, respiratory, etc.) and

Gulf War lllness (e.g., undiagnosed illness)
2000s — ALS (any Veteran w/ 90 days of service)

2010s — Camp Lejeune Water Contamination (8 conditions — cancers and

Parkinson’s disease); additional AO conditions; Blue Water Navy.

2020s — Additional 3 AO conditions (NDAA FY21); 3 Gulf War presumptions

(rhinitis, sinusitis, and asthma)
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Generally, VA creates a presumption when the scientific evidence
is strong in the aggregate, but hard to prove on an individual basis.
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Adjudicating Disability Claims Based on Military
and Environmental Exposures

VA-Israeli Ministry of Defense Meeting

Keith Hancock

Veterans Benefits Administration
Department of Veterans Affairs
January 13, 2022
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Compensation Program
Overview
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VA Benefits in Brief

& Choose /A

Purpose of Compensation Program

Provide monetary compensation for
disabilities incurred in, or aggravated by,
military service in accordance with 38
U.S.C. § 1110 (referred to as “service
connection”)

‘Q:Tij‘ Choose A VA ‘ (Q\ (? f:(ll) 1}'111I \l'hn 4
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Compensation Recipients (end of Fy 2021)

e S S S
World War Il 22,965 $.3 Billion $13,521
Korean Conflict 78,648 $1 Billion $13,077
Vietnam Era 1,397,362 $28 Billion $20,040

Gulf War Era 2,912,176 $58 Billion $19,976
Peacetime Era 814,269 $11 Billion $13,521
Total 5,225,420 $98 Billion $18,858

" H‘\, U.S. Department
‘Q?.ij Choose A %)) of Veterans Affairs 5

Military and Environmental
Exposures

VA W?) U.S. Department
\\\%g, of Veterans Affairs 6

37




Service Connection based on “Exposures”

« Service connection (SC) for disabilities
based on military and environmental
exposures follows the same general
principles as any other claim for SC.

« Three components to proving SC.

1. A current disability

2. Anevent, (e.g. exposure to hazard), injury,
or disease in service, and
3. Alink or nexus establishing that the current

disability had its onset or inception in
service.

"\ i P 3\ U.S. Department
I\Q'fm-f) Choose A % ’ ,_“j-" of Veterans Affairs 7

Processing “Exposure” Claims

General Steps

1. Determine if disability exists (“exposure” is not considered a
disability)

2. Develop for supporting evidence; VA has statutory duty to
assist to obtain service treatment records, personnel
records, private medical records, medical disability
examination, etc.

3. Verify exposure described by the Veteran
A. Questions: Is there a presumption of exposure? Did the claimed
disability manifest in service?
B. If no, then VA must gather details such as location, duration,
timeframe, MOS, levels of exposure, proximity to exposure, etc.
4. |If exposure is verified or conceded, then VA must determine
relationship between claimed condition and exposure event,
(e.g., medical opinion)
--Factors: Manifestation period, medical history, levels and

duration of exposure, post-service exposures, lifestyle choices,
available science, etc.

”' A P 3 U.S. Department
“Q’ig Choose A A\&#)/ of Veterans Affairs 8
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Challenges in Processing Exposure Claims

« Key Challenge #1: Getting the facts of the
exposure described by the Veteran.

« Key Challenge #2: Determining whether
claimed disability is related to the
exposure in the military.

,f\‘ ( f'. > )\ U.S. Department
"Q’ag Choose A % ’ &)/ of Veterans Affairs 9

* To mitigate challenges in determining service
connection for “exposure” claims, VA utilizes a legal
tool referred to as “Presumptions” to lessen the
burden of proof on the Veteran

* Mitigates difficulties in proving exposure facts
* Mitigates difficulties in proving health effects from
exposures

* When are Presumptions established?

* Generally, VA creates a presumption when the scientific
evidence is strong in the aggregate, but hard to prove on
an individual basis.

* Approximately 170 medical conditions have been
recognized as presumptive

) A P Y U.S. Department
“Q’i-{') Choose A A&#)/ of Veterans Affairs 10
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Processing a claim based on Presumption

* EXAMPLE — AGENT ORANGE PRESUMPTION

— Veteran who served in Vietnam in 1965 files a
claim for service connection in January 2022 for
diabetes mellitus (DM)

— VA determines that the Veteran has been
diaghosed with DM (current disability)

— VA verifies service in Vietnam (exposure to Agent
Orange is presumed)

— VA grants service connection for DM (link to Agent
Orange is presumed)

(@‘ Choose A \\r ‘ us. l')eparl.rne‘g;‘r5

Authority for Determining Presumptions

* VA uses its general rulemaking authority in
38 U.S.C. § 501, Rules and Regulations,
to evaluate evidence regarding health
effects from military and environmental
exposures and determine whether a
presumption is necessary and appropriate.

» Congress is not bound to the same
statutory standard (§ 501) for establishing
presumptions.

”' A ; ‘*‘.\:— U.S. Department
“Q’ig Choose A A&A)/ of Veterans Affairs 12
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100-Year History of Presumptions

* 1921 — First legislation establishing
presumption of service connection for
tuberculosis and neuropsychiatric disorders.

* 1920s thru 1940s — periodic additions
including tropical diseases in 48’ (e.g., cholera,
malaria, yellow fever, blackwater fever)

* 1960s — A list of chronic diseases (arthritis,
leukemia, etc.) were added.

"' > A U.S. Department
“Q'ﬁi_:) Choose A \&#)) of Veterans Affairs 13

History of Presumptions...cont’d

1970s — POW-related diseases (psychosis, IBS, beriberi,
malnutrition, etc.)

1980s — Agent Orange (AO) (chloracne, etc.) and Radiation
(cancers)

1990s — Mustard gas-related diseases (cancers, eyes,
respiratory, etc.) and Gulf War llIness (e.g., undiagnosed
iliness)

2000s — ALS (any Veteran w/ 90 days of service)
2010s — Camp Lejeune Water Contamination (8 conditions

— cancers and Parkinson’s disease); additional AO
conditions; Blue Water Navy.

2020s — Additional 3 AO conditions (NDAA FY21); 3 Gulf
War presumptions (rhinitis, sinusitis, and asthma)

,.'.h‘ A P 3 U.S. Department
“Q’i-{') Choose A % ’ %)) of Veterans Affairs 14
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Most Recent Presumption

» VA published regulation on August 5, 2021

» Established presumption of service
connection for asthma, sinusitis, and rhinitis
based on exposure to fine grain particulate
matter

* Presumption applies to Veterans who served
anytime from August 1990 to the present in
the Southwest Asia theater of operations as
well as Afghanistan, Syria, Djibouti, or
Uzbekistan.

» As of January 11, 2022, VA has processed
12,583 claims and granted 8,931 claims.

& Choose VA &g civacime s

New Decision-making Model

* VA is designing a new framework to
decide presumptions based on exposure
— More standardized and objective approach
— Will consider wider body of evidence

— Use of multi-faceted scale to evaluate
evidence

— Adoption of “equipoise” standard
— Will result in faster decisions for Veterans

”' A ; ‘*‘.\:— U.S. Department
“Q’ig Choose A A&#)/ of Veterans Affairs 16
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Why Change Now?

* High public interest (fertile ground for change)

» Statutes governing “old” presumptive process
have expired - 38 U.S.C. § 1116 (Agent Orange)
and 38 U.S.C. § 1118 (Gulf War) that govern the
use of the National Academies of Sciences,
Engineering and Medicine reports

* Decades of accumulated science, studies, and
claims data

* Environmental medicine enhancements in
research, precision medicine, monitoring, etc.

‘:@ Choose A \\’ w: ) U.s. I')eburi‘mﬂ,g;‘m 17

Looking Ahead

* VA will continue developing and refining
presumptive decision-making model

* Pilot program from November 2021 to April 2022

— Analyze prior conditions that were or were not made
presumptive

— Review science and data for trends for new conditions
being considered

* VBA and VHA will increase staff to address
military exposures

» Update Congress and other stakeholders of our
progress

. i
) R 3\ U.S. Department
“Q'ﬁg‘) Choose A \&#)) of Veterans Affairs 18
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Post-Deployment Health Services has become
Health Outcomes Military Exposures (12POP5); reflects the
broad topic of military environmental exposures

https://www.publichealth.va.gov/exposures/topics/index.asp

Military Environmental Exposures are on SecVA's cannot fail list

HOME consists of four interrelated Programs:

+ Environmental Health (EH) e

+ Pre-911 Programs / Post-911 Programs we [

+ Radiation dose evaluations

+ EH Field Support ==

+ Epidemiology
+  https://www.publichealth.va.gov/exposures/research-studies.asp
+ War Related lliness and Injury Study Center (WRIISC):
3 sites — CA, NJ, DC
« Toxic Embedded Fragment/Depleted Uranium (TEF/DU):
MD
+ Partners: Whole of Government (WOG) Partners: DoD,
DHHS, CDC, ATSDR, NIH, FDA and EPA

1 In3 I'i"r ' [ el

report “definite or probable
_exposure to environmental
hazards” L. :

1.in 4
report “persistent major - -
_health concerns dueto
deploympr\iiy exposures”
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H

OME Mission:

A VA-Delivered Core Service that assesses the impact of deployment/environmental exposures on Veterans and develops
related policy, research, education and health care strategies; assists VBA
Each VAMC has an Environmental Health Coordinator and Clinician for this important role
Registries:
Agent Orange (GAO - Locations)
Gulf War
Radiation
Airborne Hazards and Burn Pit Registry
Toxic Embedded Fragments / Depleted Uranium
Individual Longitudinal Exposure Record (ILER) and E-HR
Current Actions:
Gulf War lliness Definition (GAO)
Airborne Hazards / Burn Pits
* VAReview for consideration of 3 presumptive conditions
Research / Epidemiology
Karshi-Khanabad (K2)
Generational effects review
Garrison Environmental Concerns
+ Camp Lejeune contaminated water
+ PFOS/PFOA contaminated water (national sites and military bases)
Other concerns: The “News”: Liver Flukes. Antimalarials. Palomares. Enewetak (nuclea

Congress,
the Media, VSOs

Current State — Actions upon receipt of NAM Report*

Decision/
Action

SECVA: Final decision maker who determines action
based on a VA's response to a NAM report. If asked,
members of any of the groups below will brief SECVA.
OEl has a critical role.

Secretary
of
Veterans Affairs

Task Force: Approves VA response report and makes

Secretary for e ion (Chal) recommendations to the SECVA. Meets as needed
( 3 4 4 .
Under Secretary for Health depending on subject or quarterly if available.
Under Secretary for Benefits
General Counsel
Director, Office of and Policy

NAM Strategic Work Group
VHA (Chair), VBA, OEl, OGC, and other offices in an ad
hoc capacity as needed

Strategic Work Group: Multidisciplinary permanent body
that monitors NAM engagements and conducts VA’s
review of the response to a NAM report. Reports up to
the Task Force. Meets monthly.

Technical Work Groups

Technical Work Groups: Subject matter experts, ad hoc,
based on specific areas of study. Draft VA’s response to

in each contract.

Subject Matter Experts S
fas neleded and tem:rarv) NAM reports then reports up to the Strategic Work Group.
Convenes as needed, meets as needed, then disbands.
NAM
Report
Rec'd X his e repieseints a botiom- v look o recelit of o AN repovt which Uity oocirs tn the for of on exdt brief to senior VHA leaders as written
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&9 PRESUMPTION “BLUF”

Bottom Line Up Front: VA is in the process of piloting a model from November
2021 through April 2022.

Why Change Now?

« High level of interest in Congress and Veterans community

« Statutes that have governed much of the presumptive process have expired
+ VA will now modernize its presumptive policy-making apparatus

« Decades of accumulated science, studies, and claims data that may show
trends,

» VA will explore the best way to use VBA data to assist with presumption
determinations

« Environmental medicine enhancements in research, monitoring, etc.

KEY FEATURES CONSIDERED IN MODEL

+ Consistent and Objective: Use of standardized worksheets to evaluate
available evidence and assign value based on established criteria

+ Faster: Veterans will get faster answers on exposure issues

» Multifaceted: Widen the aperture of evidence beyond NASEM reports to
include claims data trends and other agency factors to fill in ambiguous research
results

+ Evidence-based: Reliance on a free-flow of information
+ Transparent: Share information with public and private sector
+ Collaborative: Partner with governmental and private organizations

+ Benefit of the Doubt for the Veteran: Adoption of “equipoise” standard instead
of “association” standard for scientific/medical review
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&< EVALUATION CRITERIA

* 3 Components to Evaluate (to have a weighted score)

* Medical Research

+ Claims Data Analysis

+ Other Factors
» Other Factors ensures consideration of facts/circumstances that may factor into a policy decision
» Other Factors include:

* Mortality/Level of disability

* Quality and quantity of current science and claims data

* Feasibility of generating future science and claims data

* Deployment/combat related

+ Other relevant and/or unique factor identified for the subject health condition

* The recommendation after the pilot is reviewed will be documented in a draft report that will include
the analysis, justification and a rough cost estimate that will be vetted through the VA enterprise
governance process.

e

&9 PRESUMPTION REVIEW

+ VAs piloting the model by analyzing prior conditions that were or were not
made presumptive, to include some conditions related to Agent Orange.

* VAs also reviewing the available science and data for trends regarding

* New conditions that are being considered to determine if a presumption is
warranted. « VA will continue to contract with NASEM as needed or when
Congressionally-mandated

* VA will conduct quarterly reviews of VBA claims and military environmental
research for trends and/or new concerns and will convene a Blue-Ribbon Panel
(BRP) if indicated.

+ VBAIs establishing a Military Exposure Staff within Compensation Service to
provide dedicated focus and resources to issues related to military environmental
exposure.

+ VHA s increasing its epidemiologic science staff to review and perform Military

Environmental Exiosure research.
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HOME SCREEN

EXPOSURE ED
dg

The Home screen features 3
avosuncs ways to search for exposures:

1. Exposures — Search for or
aaEAoCATON choose from a list of

g exposures that Veterans may

have encountered.

2. Date/Location — A search
feature that allows you to
narrow exposure possibilities
by date and location.

3. Conflicts — A list of conflicts
and the exposures most
common to each conflict.

conrucTs

INFORMATION ON EXPOSURES

View and save
e information about
© Who May Have Been Exposed? exposu res.
O, Health impllcations to Considec * Exposure description
D Wh#ohe od Progrens * Who may have been
exposed
* Health implications to
consider
* VA policies and
programs
* Other useful
resources

WARFARE AGENTS

© Other Useful Resources
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EXPOSURE ED EXPOSURE ED

WARFARE AGENTS WARFARE AGENTS
© Description © Description
mical or biological loxns used to kil o pacitate © Who May Have Baen Exposed?

Source of exposure

© Who May Have Been Exposed?

© Health Implications to Consider
© VA Policies and Programs Exposure Pathway
inhatation, dermal
© Other Usetul Resources

Location/Contlict

© Health Implications to Consider

© VA Policies and Programs

© Other Useful Resources

WHAT IS EXPOSURE ED?

Exposure Ed provides comprehensive information about exposures
and serves as a guide for discussing exposure-related concerns
with Veterans.

* The app is free and

VA vobile available to the public,
including both VA and

non-VA providers.

* |tis accessible oniOS and
Android devices.
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@HEALTH OUTCOMES MILITARY EXPOSURES (12POP5)

DEPARTMENT OF
VETERANS AFFAIRS

50



