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CORPORATE DISCLOSURE STATEMENT

In accordance with Federal Rule of Appellate Procedure 26.1, the ERISA
Industry Committee states that it is not a publicly held corporation, does not have a

parent corporation, and no publicly held corporation owns 10% or more of its stock.
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INTEREST OF AMICUS CURIAE

The ERISA Industry Committee (“ERIC”) is a national non-profit business
trade association representing approximately 100 of the nation’s largest employers in
their capacity as sponsors of employee benefit plans for workers, retirees, and
families. ERIC frequently participates as amicus curiae in cases that have the potential
for far-reaching effects on employee benefit plan design or administration or affecting
benefits plans.

Members of ERIC sponsor benefit plans regulated by the Employee Retirement
Income Security Act (“ERISA”). Many of those plans include wellness programs
designed to encourage employees to adopt healthy practices, reduce the incidence of
preventable disease and illness, and improve quality of life and longevity, including
cessation of tobacco use and appropriate vaccination. Wellness programs reduce
healthcare costs for participants, plans, and employers.

ERIC’s members are often targeted in ERISA class actions like this one. It is
important to ERIC that courts carefully enforce ERISA’s statutory text, both in this
case and more generally. ERIC submits this brief to provide the background and
history of wellness programs, their importance in improving health and lowering
healthcare costs, and the potential negative ramifications of the many tobacco and
vaccine surcharge class action cases pending nationwide. Not only do tobacco and

vaccine surcharge class actions wrongly attempt to turn wellness programs
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backwards, but they potentially expose plan sponsors to hundreds of millions of
dollars in liability. This liability may be shouldered by participants through increased
contributions, decreased benefits, or no wellness programs — all of which are
detrimental to participants’ health.

All parties consent to the filing this brief. See Fed. R. App. P. 29(a)(2). No
counsel for any party authored this brief in whole or part, and no entity or person,
aside from ERIC, its members, or its counsel, made any monetary contribution
intended to fund or prepare submitting this brief.

L. INTRODUCTION

The importance of this case transcends the interests of the parties, implicating
the health of American workers and the cost and availability of health plan benefits.
This case is one of at least 75 nationwide putative class actions challenging employee
tobacco use surcharges, a common feature of Congressionally sanctioned tobacco
cessation “wellness programs.” This case also challenges a surcharge included as part
of a COVID-19 (“COVID”) vaccine wellness program in 2022, implemented during
the height of the pandemic to encourage vaccination and protect public health. While
vaccine surcharge putative class actions are not as common, they are gaining
popularity amongst the plaintiffs’ bar. This appeal includes many important topics,
but the focus of ERIC is on the central issues in virtually all of these cases—namely,

enforcement of ERISA’s unequivocal mandate that only employees with certain

3
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qualifying medical conditions may skip or modify wellness program requirements
when attempting to earn a reward and rejection of the regulatory requirement that a
wellness program must affirmatively include a statement that it will accommodate the
recommendations of a participant’s personal physician. ERISA’s statutory mandate
has been trampled by the plaintiffs’ bar, and the physician’s accommodation
requirement appears nowhere in the statute. Both issues bear careful consideration as
part of this appeal.

Through clear and explicit amendments to ERISA over many decades,
Congress repeatedly and consistently encouraged health plans to adopt wellness
programs to improve employee health and reduce health care costs. Plaintiffs wrongly
try to override ERISA’s clear statutory text and Congress’ intent by relying on a 2013
Department of Labor (“DOL”) regulation that directly and impermissibly contradicts
the statute by purportedly requiring plan sponsors to offer all participants (not just
those with a qualifying medical condition) an alternative to earning wellness program
rewards and attempts to impose substantive notice requirements that are not in the
statute. Plaintiff James Vaughn (““Vaughn”), like those in the many dozens of other
tobacco surcharge cases, wrongly uses this regulation to allege that he should have
been entitled to a wellness program reward despite not quitting tobacco, not having
any intent of quitting tobacco, not having a qualifying medical condition showing why

he could not quit tobacco, and without any allegation that his personal physician

4
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would have made any contrary recommendations. Plaintiff Andrea Greene (“Greene”)
similarly alleges that she should have been offered a reward despite not being fully
vaccinated against COVID in 2022 and not having a qualifying medical condition
showing why she could not receive the vaccine.! Not only is the regulation incapable
of overriding clear statutory text, but it defeats the very aims of improving employee
health, longevity, quality of life, and cost savings that Congress established wellness
programs to enhance and protect.

ERISA allows plans to offer “premium discounts or rebates” in exchange for
“adherence to” a wellness program. 29 U.S.C. § 1182. For wellness programs where
a standard must be met to earn a reward, Congress carved out a small and
individualized alternative option for those (and on/y those) participants for whom it is
either “unreasonably difficult due to a medical condition to satisfy the otherwise
applicable standard” or “medically inadvisable to attempt to satisfy the otherwise
applicable standard.” 42 U.S.C. § 300gg-4(5)(3)(D)(1). (This standard is referred to
herein as the “Medical Condition Requirement.”) The Medical Condition
Requirement ensures that participants are not discriminated against based on a health
status factor when participating in a wellness program and trying to better their health.

Under ERISA’s plain text, a reasonable alternative standard need not be made

' Progressive’s Summary Plan Description (“SPD”) also states that receipt of the
vaccine was subject to “medical or religious exemptions,” which Greene did not
invoke. (Doc. 13, PageID# 75 and 88.)

5
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universally available to everyone, but only those with medical conditions that make
their participation “unreasonably difficult” or “medically inadvisable.” This structure
makes perfect sense considering Congress’ goal of encouraging the establishment of
and participation in wellness programs.

Plaintiffs here, like those in dozens of other wellness class actions, do not allege
that they could have satisfied the Medical Condition Requirement (or, in Vaughn’s
case, even wanted to stop using tobacco at all). Contrary to ERISA’s explicit statutory
text, and based instead on DOL regulations incompatible with the statute, they
wrongly allege that a universal reasonable alternative standard is required for “any
individual” who participated in a health plan with a wellness program, used tobacco
or did not receive a vaccine, and paid a surcharge. These allegations fall far short of
ERISA’s statutory Medical Condition Requirement and fail to confer statutory
standing. This deficiency is a common thread across the many dozens of wellness
program cases, likely because application of the Medical Condition Requirement
requires individualized inquiries into participants’ medical conditions, undermining
attempts to certify these claims as class actions. Plaintiffs also wrongly rely on the
DOL regulations to contend that, regardless of not satisfying the Medical Condition
Requirement, Progressive was required to notify them that recommendations of their
individual physicians would be accommodated. This too is contrary to ERISA’s plain

statutory text.
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Ignoring ERISA’s Medical Condition Requirement and imposing notification
requirements contrary to the statutory text causes far-reaching harm, subjecting plans
to unnecessary and unsupported class action litigation and jeopardizing
Congressionally-authorized wellness programs, the long-term health of participants,
and the affordability of health plans relied upon by nearly half of the U.S. population.?
To ensure protection of those interests, ERIC urges this Court to consider the Medical
Condition Requirement, Plaintiffs’ failure to satisfy that requirement, and ERISA’s
notification requirements as independent bases to affirm the District Court’s judgment
and to provide guidance to other courts addressing the same or virtually the same
allegations.

II. STATUTORY AND REGULATORY BACKGROUND

ERIC recognizes that the parties have addressed the statutory and regulatory
history of ERISA-sanctioned wellness programs in their briefing. While legislative
history is typically not the stuff of cinematic excitement, it is critical to understanding
how, in 2013, after decades of consistent statutory amendment and regulatory
interpretation, things went off the rails when new regulations overwrote the statutory

Medical Condition Requirement and imposed universal notification requirements

2 See Tax Policy Center, Who Has Health Insurance Coverage,
https://taxpolicycenter.org/briefing-book/who-has-health-insurance-coverage
7
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contrary to ERISA’s statutory text. ERIC includes additional contextual background,
with emphasis on the Medical Condition Requirement.

A. In 1996, Congress amended ERISA to encourage wellness
programs.

In 1996, Congress amended ERISA through the Health Insurance Portability
and Accountability Act of 1996 (“HIPAA”), Pub. L. No. 104-191, § 101, 110 Stat.
1936, 1946. As relevant here, the HIPAA amendments prohibit discrimination based
on health status, preventing participants from “pay[ing] a premium or contribution
which is greater than such premium or contribution for a similarly situated”
individual or dependent “on the basis of any health status-related factor.” 29 U.S.C.
§ 1182(b)(1).> ERISA protects wellness programs by elaborating that “[n]Jothing in”
the prohibition on discrimination “shall be construed ... to prevent a group health
plan ... from establishing premium discounts or rebates ... in return for adherence to
programs of health promotion and disease prevention.” Id. § 1182(b)(2)(B). When
recommending passage of the amendment, the Senate Committee on Labor and
Human Resources explained that “the legislation expressly allows employee health
benefit plans ... to modify premiums, copayments, and deductibles in return for

adherence to programs of health promotion and disease prevention. For example, an

3 ERISA defines health status-related factors as: health status, medical condition,
claims experience, receipt of health care, medical history, genetic information,
evidence of insurability, and disability. 29 U.S.C. § 1182(a)(1).

8
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employer could offer a reduced premium to non-smokers.” S. Rep. No. 104-156, at
19-20 (1995).

B.  The Medical Condition Requirement was a bedrock principle of the
2001 proposed regulations and the 2006 final regulations.

Congress instructed the agencies with authority over employer-sponsored
health plans to “promulgate such regulations as may be necessary or appropriate to
carry out the provisions of this part.”” 110 Stat. at 1951. The DOL, Treasury
(“Treasury”), and Health and Human Services (“HHS”) began issuing a series
proposed and interim rules addressing wellness programs. As part of these rules, the
agencies included provisions addressing situations where certain participants “might
not be able to achieve a program standard due to a health factor.” Notice of Proposed
Rulemaking for Bona Fide Wellness Programs, 66 Fed. Reg. 1421, 1423 (January 8,
2001). From the start, the agencies proposed rules that reflected they wanted to
“increase flexibility” for plans by allowing them “to make individualized adjustments
to their wellness programs to address the health factors of the particular individuals
for whom it is unreasonably difficult to qualify for the benefits under the program.”
Id. at 1423 (emphasis added). By way of example, the agencies stated that, where it
was “unreasonably difficult” for an individual “to stop smoking cigarettes due to an
addiction (a medical condition),” that particular employee could be accommodated
by “participat[ing] in a smoking cessation program to avoid the surcharge” for as

long as that employee was addicted to nicotine. /d. at 1432.
9
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In 2006, the DOL promulgated final regulations. See Nondiscrimination and
Wellness Programs in Health Coverage in the Group Market, 71 Fed. Reg. 75014
(Dec. 13, 2006) (the “2006 Regulations”). In keeping with the 2001 proposed rules,
the 2006 Regulations required outcome-based wellness programs—i.e. those
requiring “satisfaction of a standard related to a health factor,” such as maintaining a
certain BMI—to “provide a reasonable alternative standard for obtaining the reward
for certain individuals.” 71 Fed. Reg. at 75019 (emphasis added); see also 75036.
But again, the reasonable alternative standard was required only for participants for
whom “it is unreasonably difficult due to a medical condition” or “medically
inadvisable to attempt to satisfy” the otherwise applicable standard for obtaining an
award. Id. at 75019 and 75036. As an example, the DOL explained that, if an
employer adopted a wellness program providing rewards for “participants who have
a body mass index between 19 and 26,” but the goal was “unreasonably difficult due
to a medical condition” or “medically inadvisable” for a particular participant, an
alternative of “walk[ing] 20 minutes three days a week™ could be offered to obtain
the same reward. /d. at 75037. And, there was no requirement for employers to notify
all participants that their individual physicians’ recommendations would be
accommodated.

Importantly, the 2006 Regulations stated that plans did “not need to establish”

any “specific reasonable alternative standard before the program commence[d].” Id.

10
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at 75019. It was instead “sufficient to determine a reasonable alternative standard
once a participant inform[ed] the plan” of a qualifying medical circumstance. /d. For
example, with regard to smoking, if a plan “assessed a surcharge” on participants
who self-reported tobacco use within the past year, and a participant informed the
plan that it was “unreasonably difficult for [her] to stop smoking cigarettes,” the plan
could offer the option “to participate in a smoking cessation program to avoid the
surcharge.” Id. at 75037. That option would qualify as a reasonable alternative
standard, and the plan would comply with the 2006 Regulations, including if the plan
requested “a statement from a physician” or other “verification” of the participant’s
medical needs before providing the alternative. Id. at 75019. Because alternative
standards “need not be made available until they are sought by qualified plan
participants,” the DOL anticipated that “it might be possible for some plans to go for
years without needing to make available an alternative standard.” Id. at 75029. The
2006 Regulations also did not require employers to notify participants that
recommendations of their individual physicians would be accommodated.

C. In 2010, Congress amended ERISA to incorporate the 2006
Regulations nearly verbatim, including the Medical Condition
Requirement.

In 2010, Congress amended ERISA through the Affordable Care Act (“ACA™)

and the Public Health Service Act (“PHSA”), incorporating the 2006 Regulations

nearly word-for-word into the statute. 29 U.S.C. § 1185d(a)(1) (cross-referencing 42

11
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U.S.C. § 300gg). Per the amendments, wellness programs may impose “conditions
for obtaining” a “reward” as “related to a health status factor” if they meet certain
requirements. Id. § 300gg-(4)(G)(1)(C), (3). Among other things, a wellness program
satisfies the statutory provisions if it (1) is “reasonably designed to promote health
or prevent disease,” (2) provides “the opportunity to qualify for the reward under the
program at least once each year,” and (3) ensures the “full reward under the wellness
program” is “available to all similarly situated individuals.” Id. § 300gg-4(5)(3)(B)-
(D). To satisfy requirement three, wellness programs may provide either a waiver or
a “reasonable alternative standard” for those for whom it is “it is unreasonably
difficult due to a medical condition to satisfy the otherwise applicable standard” or
“medically inadvisable to attempt to satisfy the otherwise applicable standard.” 42
U.S.C. § 300gg-4(3)(3)(D)(1) (emphasis added). The statute also allowed plans to
“seek verification, such as a statement from an individual’s physician, that a health
status factor makes it unreasonably difficult or medically inadvisable for the
individual to satisfy or attempt to satisfy the otherwise applicable standard.” /d.
§ 300gg-4(j)(3)(D)(i1)). The ACA statutory amendments were clear and
comprehensive, leaving very few gaps to be filled by agency regulation. The ACA
did not require notification to participants that individual physician

recommendations would be accommodated. The statutory amendments were also
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nearly identical to the 2006 Regulations and consistent with more than a decade of
agency interpretation.

D. 1In 2012, the DOL, HHS, and Treasury proposed additional
regulations consistent with the statute and their longstanding
interpretation of the Medical Condition Requirement.

In 2012, the DOL, HHS, and Treasury issued proposed rules for wellness
programs. 77 Fed. Reg. at 70620. With regard to reasonable alternative standards,
the agencies confirmed that the “proposed regulations would generally reiterate the
requirements set forth in the 2006 Regulations and codified in the PHS Act.” Id. at
70624. As before, the Medical Condition Requirement remained, with alternatives
(or waivers) required only for those for whom “it is either unreasonably difficult due
to a medical condition” or “medically inadvisable” to attempt to satisfy the otherwise
appliable standard. /d. Plans were not required to establish a particular reasonable
alternative standard until “an individual’s specific request for one.” Id.; see also
70634. The proposed rules even included a full page of examples showing how
individuals satisfying the Medical Condition Requirement could potentially be
accommodated with alternatives. Id. at 70635. As before, there was no requirement
to notify participants that their individual physicians’ recommendations would be
accommodated.

E. In 2013, the DOL, HHS, and Treasury inexplicably promulgated

final regulations that jettisoned the statutory Medical Condition

Requirement and included a notice requirement inconsistent with the
statute.

13



Case: 26-3351 Document: 25 Filed: 08/24/2026  Page: 20

In 2013, the DOL, HHS, and Treasury promulgated regulations interpreting
the ACA (“2013 Regulations”). See 78 Fed. Reg. at 33158. Untethered to any
statutory or regulatory history or ERISA’s clear statutory provisions, the 2013
Regulations abandoned the Medical Condition Requirement for outcome-based
wellness programs (those programs that require “an individual to attain or maintain
a specific health outcome,” such as “not smoking” to obtain a reward). See 29 C.F.R.
§ 2590.702(f)(4)(iv)(A); cf. 42 U.S.C. § 300gg-4(G)3)(D)(1)I), (II). The 2013
Regulations abruptly pivoted, requiring a universal “reasonable alternative standard
(or waiver of the otherwise applicable standard)” for “any individual,” not just those
for whom it 1s “unreasonably difficult due to a medical condition” or “medically
inadvisable” to meet the initial outcome-based standard. See 29 C.F.R. §§
2590.702(f)(1)(v) and 2590.702(f)(4)(1v).

The 2013 Regulations also deviated from the ACA amendments by requiring
additional disclosures that do not exist in the statute’s disclosure provision—by
adding a requirement that plan materials include ““a statement that recommendations
of an individual’s personal physician will be accommodated” in an outcome-based
wellness program. 29 C.F.R. § 2590.702(f)(4)(v). ERISA requires only that plans
disclose “in all plan materials describing the terms of the wellness program the
availability of a reasonable alternative standard (or the possibility of waiver of the

otherwise applicable standard).” 42 U.S.C. § 300gg- 4(j)(3)(E). This statutory
14
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requirement, too, was drawn verbatim from the 2006 Regulations. See 71 Fed. Reg.
at 75036. The agencies did not explain (or even acknowledge) the divergence
between the 2013 Regulations and the Medical Condition Requirement or notice
requirements.

Based on the 2013 Regulations, the plaintiffs’ bar began prolifically filing class
action lawsuits challenging wellness programs. These lawsuits generally allege that:
(1) areasonable alternative standard must be universally available to “all individuals,”
not just the select few who satisfy the Medical Condition Requirement; and (2) all
participants must be notified that recommendations of their individual physicians will
be accommodated. This is wrong, directly at odds with ERISA, and incompatible with
the very wellness programs that Congress intended. These meritless lawsuits persist,
costing health plans millions in litigation expenses.

III. PARTICIPANTS FAILING THE STATUTORY MEDICAL
CONDITION REQUIREMENT ARE NOT ENTITLED TO A
REASONABLE ALTERNATIVE STANDARD, AND PLAN
SPONSORS ARE NOT REQUIRED TO NOTIFY
PARTICIPANTS THAT PHYSICIAN RECOMMENDATIONS
WILL BE ACCOMMODATED.

Plaintiffs’ failure to allege that they could satisfy the Medical Condition

Requirement provides an independent basis to affirm the District Court’s decision.
This case—along with the many dozens of other pending wellness program surcharge

cases—collapses without allegations that, “due to a medical condition,” it was

“unreasonably difficult” or “medically inadvisable” for Plaintiffs to cease tobacco use
15



Case: 26-3351 Document: 25 Filed: 08/24/2026 Page: 22

or receive a COVID vaccine and be eligible for a reasonable alternative standard.
Because Plaintiffs do not plausibly allege any facts triggering a need for a reasonable
alternative standard, they lack standing to pursue this matter. There is also no
requirement in the statute to notify Plaintiffs that their individual physicians’
recommendations will be accommodated, which further supports dismissal.

As explained at length above, ERISA requires a reasonable alternative standard
only for those for whom it “is unreasonably difficult” to satisfy “due to a medical
condition” or “medically inadvisable to attempt to satisfy” the regular standard that
otherwise applies. 42 U.S.C. § 300gg-4(j)(3)(D). The 2006 Regulations made this
point particularly explicit, stating that for “individuals addicted to nicotine” a
reasonable alternative standard could be offered via a smoking cessation program. 71
Fed. Reg. at 75019. Therefore, as of 2006, the DOL understood that the “reasonable
alternative” standard need only apply to a select subset of participants for whom it
was “unreasonably difficult” or “medically inadvisable” to quit smoking or fulfill a
certain wellness program requirement. And again, Congress expressly incorporated
the 2006 Regulation’s Medical Condition Requirement into ERISA itself. Under
ERISA’s unambiguous text, the reasonable alternative standard need not be made
available to everyone, just those satisfying the Medical Condition Requirement, which
Plaintiffs do not allege they can do. Moreover, there is no requirement in ERISA that

plan materials include a statement that recommendations of an individual’s personal
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physician will be accommodated, as purportedly added by the 2013 Regulations. See
42 U.S.C. § 300gg-4(G)3)(E); cf. 29 C.F.R. § 2590.702(H)(4)(v).

This Court is not beholden to the 2013 Regulations as the controlling
interpretation of statute, and instead “must exercise independent judgment in
determining the meaning of statutory provisions.” Loper Bright Enters. v. Raimondo,
603 U.S. 369, 394 (2024); see also Anderson v. Diamondback Inv. Grp., LLC, 117
F.4th 165, 187-88 (4th Cir. 2024) (citing Loper when rejecting the Drug
Enforcement Administration’s proffered interpretation of an unambiguous statute,
acknowledging that “even if it were ambiguous, we needn’t defer to the agency’s
interpretation.”). In Loper, the Supreme Court instructed:

[[]n an agency case as in any other, though, even if some judges might (or

might not) consider the statute ambiguous, there is a best reading all the

same — “the reading the court would have reached” if no agency were
involved. Chevron, 467 U.S. at 843, n. 11, 104 S.Ct. 2778. It therefore makes

no sense to speak of a “permissible” interpretation that is not the one the court,
after applying all relevant interpretive tools, concludes is best.

603 U.S. at 400 (emphasis added). A “cardinal principle of statutory construction”
requires courts to avoid surplusage and “give effect, if possible, to every clause and
word of a statute.” Williams v. Taylor, 529 U.S. 362, 404 (2000) (quotation marks
omitted). A regulation cannot contradict a statute by eliminating or adding a
requirement. See e.g. Ragsdale v. Wolverine World Wide, Inc., 535 U.S. 81, 86 (1997)

(““A regulation cannot stand if it is arbitrary, capricious, or manifestly contrary to the

17
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statute.”); United States v. Adair, 38 F.4th 341, 359 (3d Cir. 2022) (recognizing that a
regulation cannot contradict a statute by introducing a new requirement).

The 2013 Regulation fails to provide Plaintiffs with a cause of action because
it strikes the Medical Condition Requirement from ERISA’s statutory text, wrongly
imposing a universally available reasonable alternative standard. See 29 C.F.R.
§ 2590.702(f)(iv)(A). Similarly, “[t]he 2013 Regulations carved language relating to
notice that personal physician recommendations will be accommodated out of whole
cloth without a statutory foothold.” Spencer v. Campbell Soup Company, No. CV 24-
0882, 2026 WL 2111153, at *21 (D.N.J. July 22, 2026). This is far from the “best
reading” of the statute because it directly contradicts the unambiguous statutory
language.

Plaintiffs fail to plausibly allege that they could have satisfied the Medical
Condition Requirement (such as by alleging addiction to nicotine or having a medical
condition for which vaccination was inadvisable) and lack a statutory basis to
challenge Progressive’s wellness program. Progressive was also not required to notify
Plaintiffs that their individual physicians’ recommendations would be
accommodated.

IV. TOBACCO AND VACCINE-FOCUSED WELLNESS

PROGRAMS ARE CENTRAL TO WORKER HEALTH AND
HEALTH PLAN SUSTAINABILITY.

18
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Tobacco use is the leading cause of preventable death in the United States,
killing more than 480,000 people annually.* For every smoking-related death, at least
30 people live with a serious tobacco-related illness (including cancer, asthma, heart
disease, stroke, diabetes, or lung disease).’ Cigarette smoking is linked to about 80%
of lung cancer deaths.® As of 2022, an estimated 11.6% of U.S. adults (28.8 million
people) smoked cigarettes.” Sales of e-cigarettes increased from $75 million in 2017
to $469 million in 2022.8 Smoking results in annual healthcare spending of more than
$240 billion.’ Tobacco users consume more healthcare resources, costing about 30%
more to insure.! And 16.4% of healthcare spending for adult inpatient care is
attributable to cigarette smoking.!! The dangers of tobacco are undeniable, with health

warnings required on tobacco products for over 60 years.”> Because unhealthy

+See CDC, Tips from Former Smokers, Know the Facts,
https://www.cdc.gov/tobacco/ campaign/tips/groups/general-public.html

S Id.

s See CDC, Lung Cancer Risk Factors, https://www.cdc.gov/lung-cancer/risk-
factors/index.html

7See CDC, Burden of Cigarette Use in the U.S.,
https://www.cdc.gov/tobacco/campaign/ tips/resources/data/cigarette-smoking-in-
united-states.html

s1d.

1Id.

v University of Wisconsin-Madison Center for Tobacco Research and Intervention,
Save on Health Insurance Premiums with Smoke-Free Policies,
https://ctri.wisc.edu/employers/business-case/premiums/

" Action on Smoking & Health, Hidden Costs: The Economic Burden of Cigarette
Smoking on U.S. Healthcare Spending, https://ash.org/hidden-costs-healthcare/

2 American Lung Association, Tobacco Control Milestones,

https://www.lung.org/research/sotc/tobacco-timeline
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lifestyles—such as those involving tobacco use—cause illness, premature death, and
medical expense, Congress encouraged wellness programs to promote healthy
lifestyles, resulting in long-term health improvements and cost savings.'> Tobacco
users often need help to quit, and counseling and medication can more than double a
tobacco user’s chance of success. '

COVID is also detrimental to health and longevity. During the early pandemic
years of 2020 and 2021, COVID was the third leading cause of death in the United
States.!> COVID vaccines were first available in the United States starting in
December 2020 and broadly distributed by early 2021.!° Due predominantly to
widespread vaccination efforts, COVID dropped to the fourth leading cause of death

in 2022,!7 the tenth leading cause of death in 2023,'® and was no longer included in

13 Soeren Mattke et al., Rand Health, Workplace Wellness Programs Study: Final
Report xiii, 1-2 and xvii (2013) (RAND Report)., id. at xix, xxvi, 53-65.
14“World Health Organization, Tobacco and Nicotine, https://www.who.int/news-
room/fact-sheets/detail/tobacco
s See National Institutes of Health, Media Advisory, COVID-19 was third leading
cause of death in the United States in both 2020 and 2021,
https://www.nih.gov/news-events/news-releases/ covid-19-was-third-leading-cause-
death-united-states-both-2020-2021 (July 5, 2022).
16 See National Public Radio, This is how many lives could have been saved with
COVID  vaccines in  each  state, https://www.npr.org/sections/health-
shots/2022/05/13/ 1098071284/this-is-how-many-lives-could-have-been-saved-with-
covid-vaccinations-in-each-sta (May 13, 2022); see also, infra.
17 See CDC, Provisional Mortality Data — United States, 2022 (May 5, 2023),
https://www.cdc.gov/mmwr/volumes/72/wr/mm7218a3.htm?s cid=mm7218a3 w
8 See CDC, Mortality in the United States, 2023 (NCHS Data Brief No. 521,
December 2024), https://www.cdc.gov/nchs/products/databriefs/db521.htm.
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the top ten by 2024.! COVID vaccines “are effective at protecting people from getting
seriously ill, being hospitalized, and dying,” and “[v]accination remains the safest
strategy for avoiding hospitalizations, long-term health outcomes, and death.”*® As
succinctly stated by the CDC, “COVID-19 vaccines can help keep you from getting
sick from COVID-19. If you do get COVID-19, vaccines can make the illness
shorter and less severe.”?! Conversely, unvaccinated people are more likely to get sick
and die from COVID than those who are fully vaccinated.?

By 2022 (the only year for Progressive’s vaccine wellness program), more than
655 million doses of the vaccine had been administered, with 80% of the population
receiving at least one dose, and with “the cumulative effect of preventing more than
18 million additional hospitalizations and more than 3 million additional deaths,”

saving $1.19 trillion in medical costs due to fewer infections.?® Factoring in cases of

vSee CDC, Mortality in the United States, 2024 (NCHS Data Brief No. 548, January

2026), https://www.cdc.gov/nchs/products/databriefs/db548.htm.

»  See CDC, Vaccination ~ Trends,  https://www.cdc.gov/respiratory-

viruses/data/vaccination-trends.html

21See CDC, COVID-19 Vaccines Protect Your Health, https://www.cdc.gov/covid/

vaccines /benefits.html

2 See CDC Morbidity and Mortality Weekly Report dated September 17, 2021,

Monitoring Incidence of COVID-19 Cases, Hospitalizations, and Deaths, by

Vaccination Status — 13 U.S. Jurisdictions, Apri 4 — July 17, 2021,

https://www.cdc.gov/mmwr/volumes/70/wr/mm

7037el.htm?s cid=mm7037el_ whttps://www.cdc.gov/mmwr/volumes/70/wr/mm?70

37el.htm?s_cid=mm7037el w

13See The Commonwealth Fund, Two Years of U.S. COVID-19 Vaccines Have

Prevented Millions of Hospitalizations and Deaths,
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long COVID that vaccines likely prevented, the savings were probably even higher.?
And without vaccines, more variants could have emerged.?’

Tobacco and vaccine surcharges are two types of wellness programs that
encourage healthy lifestyles by discouraging tobacco use or protection from a
preventable, communicable disease. Requiring participants to cease tobacco use or
receive a vaccine to obtain a waiver of the surcharge is a key component to the success
of these programs. It makes perfect sense—and is consistent with the overall health
and antidiscrimination goals of wellness programs—for ERISA to require plan
sponsors to provide a reasonable alternative only for those individuals with a medical
condition making it unhealthy or medically risky for them to stop using tobacco or be
vaccinated. On the other hand, it makes no sense for the regulation to impose a
universal alternative standard requirement applicable to all tobacco users or all the
unvaccinated, even in the absence of a medical need for an alternative. This would
enable them to avoid the very purpose of the wellness program by availing themselves
of an alternative (e.g., participation in a free cessation or infectious disease program),

but to continue using tobacco or remain unprotected from COVID. It similarly makes

https://www.commonwealthfund.org/blog/2022/two-years-covid-vaccines-
prevented-millions-deaths-hospitalizations (December 13, 2022)
2 See CNN, Covid-19 vaccines have saved more than 3 million lives in US, study says,
but the fight isn’t over, https://www.cnn.com/2022/12/13/health/covid-19-vaccines-
study (December 13, 2022)
X
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no sense for all employees to be notified that recommendations of their physicians
would be accommodated.

Plaintiffs have not alleged any medical reason explaining why they (or any plan
participant) are entitled to a reasonable alternative standard to avoid the tobacco or
vaccine surcharge. This failure is a common thread in the class actions filed over the
past 2-3 years as plaintiffs instead rely on the 2013 Regulations for a universal
reasonable alternative standard to avoid cessation of tobacco use or vaccination. If
that portion of the regulation is unenforceable—and it should be unenforceable
because it conflicts with ERISA—the entire class action fabric falls apart because, at
least so far, no plaintiff has even attempted, much less been able to plausibly allege
that quitting tobacco is ‘“unreasonably difficult due to a medical condition” or
“medically inadvisable” for them. Such is also the case for class actions based on
vaccine surcharges.

ERISA class actions may incentivize employers to eliminate the very wellness
programs Congress wanted to encourage. That result may jeopardize the health of
American workers and increase healthcare costs for participants and plan sponsors.
Plaintiffs’ Complaint fails to state a claim, and the District Court correctly dismissed
it.

CONCLUSION

This Court should AFFIRM the judgment of the District Court.
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