Statement of Commissioner MlissaHolyoak,
Joined by


https://www.ftc.gov/legal-library/browse/cases-proceedings/012-3214-eli-lilly-company-matter

a policy statement fimterpreting thehencurrent Rule in 2021 (“2021 Policy Statemerit”),
issued a Notice of Proposed Rulemaking on June 9, 2023 (“NPRAM), today issues thénal
Rule 0

| am encouragethat today the Commission is acting by rulemaking, as authorized by
statuteand following a period of notice and comment that elicited a range of views, rather than
acting by fiat in a policy statement, as the Commission did in 202dannot endorse any
policy statement that either displac@ongress’s authority to make law or subverts the
rulemaking proces3.he 2021 Plicy Statement did bothThe majority clearly recognizes this
overreach. After all, if the 2021 Policy Statement had any force, today’s rulemaking would be
unnecessary.

Setting aside tis troubling history| turn to theFinal Rule itself, which, unfortunately, |
find equally toubling in its extension beyond the parameters established by Congress.

Some background first. Under tRecovery Act PHR identifiable health information
means “individually identifiable health information,” as defilgdthe Social Security Act, 42
U.S.C. § 1320d(6)% The Social Security Act definestlividually identifiable health
informatiori’ as information that is “created or received by a health care prowieaith plan,
employer, or health care clearinghou$&The Social Security Act then defines “health care
provider” toinclude three categorie¥1] a provider of services (as defined in 1395x(u) of this
title), [2] a provider of medical or other health services (as defined in section 1395x(s) of this
title), and [3] any other person furnishing health care services or suplflies.”

The Commission takes liberties with the final category in that definition (“any other
person furnishing health care services or supplies”) to adopt a new, capacious definition of
“covered health care provideshd a new, similarly capacious definition of “health care services
and supplies,” whose joint effect is to sweep a large swath of apps and app developers under the
purview of the Final Rule. These expansive definitiaresnot consistentith the statute. Under
longstanding principles of statutory interpretation, the final categiopyovider (“any other
person...”) musbe understood in relation to the first two categofipsovider of services” and
“provider of medical or other health service¥?).
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that list presumptively has aifilar meaning under the canon of noscitur a socifsAnd when
a eneral term follows a list of specific terntise ejusdem generis cant@aches thahe general
term “should usually be read in light of those specific words to mean somesiminigr.” 1’
Together, these canons instruct that the final categfdmgalth care providehat includes the
general term 6ther persori must besimilar to the more specifiermsthat precede it.

The first two categoriesf health care providencorporate the definitions of Sections
1395x(u) and 1395x(s) of the Social Security Aegpectively The first category of provider
includes ‘a hospital, critical access hospital, rural emergency hospital, skilled nursing facility,
comprehensive outpatient rehabilitation facility, home health agency, hospice progran
fund.”® The second category of provider includes an extensiviSksttion 1395d) includes 17
paragraphs and over 35 subparagraphsedical professionalacludng physicians, physician
assistants, nurse practitioners, clinical psychologists, clinical social woakersthers, and the
specific services administered by medical professiciidlaese two categories comprise
traditional forms of health care providers.

The final category, addressing “any otperson furnishing health caservices or
supplies’ must therefore only include persotmat are “similar in natureto thesefirst two
categorie€! The majority argues that my “effort to cabin the third categagads it out of
existence, violating the canon that holds interpretations giving effect to every clause of a statute
are superior to those that render distinct clauses superfiéfotisis application of the canon is
incorrect Requiring similarity among categoridses not result in superfluitit merely prevents
interpretations that extend beyond what the text perfitatchall’s limited applicationdue to
its contextis not a reason to expand tipditraseto encompass dissimilar apations.

The Final Rul& definition of “covered health care provideis not remotely similar
because it incorporates a nastonishingly broad definition of “health care services or
supplies,” which means “any online service such as a website, mobile application, or internet-
connected device that provides mechanisms to track diseases, health conditions, diagnoses or
diagnostic testing, treatment, medications, vital signs, symptoms, bodily functions, fitness,
fertility, sexual health, sleep, mental health, genetic information, diet, or that provides other
healthrelated services or todl€3 Thus the Commissiotransforms health care provider,”
which both under common usage and in condéxihe statutory provisiomears entities such as
physicians and hospitals, to now include any company “furnishing” a hetdtied apg*As a
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result, the Final Rule creates a tautology: Health app developers may be “vendors of personal
health records” by offering an app containing tteaiformation that has been created or

received bya health care providewhere the health app developer is itself the health care
providerthat creates or receives that health information by virtue of offering the app.

Notably, even though the Department of Health and Human Services (“Hti&]rets
this same provisionf the Social Security Act, HHBas—notwithstanding the majority’s
assertion to the contra—never interpreted the term “health care provider” to reach the
expansive, creative conclusion that the Commission does tb@hg majoritys argument
misstates the scope and language of the HIPAA Privacy Rule, which only applies to HIPAA
“covered entities” ath their “business associate<;-i.e., to traditional health care providers that
do not include the broad swath of app developers the Final Rule will encompass. Significantly,
the majority omits from its characterization of the term “health care” HHS silwstrations of
that term, which highlight the proximity to traditional forms of health care by different kinds of
medical professionals:

(1) Preventive, diagnostic, therapeutic, rehabilitative, maintenance, or palliative care, and
counseling, service, assessment, or procedure with respect to the physical or mental
condition, or functional status, of an individual or that affects the structure or function of
the body; and

(2) Sale or dispensing of a drug, device, equipment, or other item in accordance with a
prescription?®

The Majority Statement repeatedly says that HHS defines “health care” bfdhdtythe
language it cites provides no such support.

Aware of this incongruencyhe Commission seeks to differentiateuse of “health care
provider” from that of “other government agencie8 Yet the Commissioprovides no
explanationvhy its definitionshould differ particularly where it is unclear whether the
Commission has interpretative authority over the Social Security Act’s definition of health care
provider and wherether agencies amelegateduchinterpretative authority*

The Commission also takes troubling libertrgth the statuts definition of “personal
health record which are evident from a side-lsyde comparison of the statute and the Final
Rule:
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First, if the majority were correct, from where would it draw the authority to impose this
“more than tangentially relating to health” limitation? If Congress in fact commanded us to cover
all the apps the majity claims, this extrdaextual limitation would be beyond our power to
impose® Why, then, does the majority blink in the face of what it understands Congress to have
required? There may be good policy reasons not to follow Congress’s largamtfge majority
understands-#wherever it leads, but we do not have power to shortchaoggr€ss’s
commands. That even the majority feels compelled to adopt thistextuel limitatior—again,
as the majority understands the texin the statute’s reach suggests that the language probably
does not mean what the majority says.

The second problems substantive: Wdit doeghis languagenean? When does an app
cross the line between tangentially related to health and more than tangentially related? If a gas
station with doyalty app sells Advil, is the app only tangentially related to heatfoutside the
Final Rule’s purview If





https://www.ftc.gov/system/files/ftc_gov/pdf/2023090_goodrx_final_concurring_statement_wilson.pdf

The FTC is a venerable institution that does vital work to protect consumers and promote
competition, thanks to its hardworking and devoted career staff. | codntimestaff attorneys
economists, and technologisteo worked orthe rulefor theircarefuland thoughtful
consideration of difficult issuedJltimately, while | am sympathetic to the majoritgsal, | fear
that adopting aiRal Rule that is irreconcilable with the statute and that puts companies in an
untenable position puts the Commission at rigggdl challengemay undermine the
Commission’dnstitutioral integrity, and Congress may be reluctant to trust the Commission
with other authority—even themuchneeded authority tprotect the privacy of consumers’
sensitive personal information. | therefore respectfully dissent.





