Attorney Angles

New Proposed Updates to Substance Use Disorder Privacy Rule, 42 CFR Part 2

By: Reesa N. Benkoff, Esq.,Benkoff Health Law, PLLC

On August 22, 2019, the
Department of Health and Human
Services (HHS) and the Substance
Abuse and Mental Health Services
Administration (SAMHSA)
announced proposed changes to the
Confidentiality of Substance Abuse
Disorder Patient Records regulations,
set forth in 42 CFR Part 2 (Part

2). Part 2 protects and prevents
access to patient records created by
federally assisted substance abuse
disorder (SUD) treatment programs.
SUD is a defined term, and

includes cognitive, behavioral, and
physiological symptoms indicating
that an individual continues using

a substance despite significant
substance-related problems such as
impaired control, social impairment,
risky use, and pharmacological
tolerance and withdrawal, but does
not include tobacco or caffeine use.*

Part 2 was initially designed to
protect SUD patient records so that
patients seeking SUD treatment
would not be deterred from doing
so. For that reason, Part 2 contains
more restrictions on the disclosure
of patient records than HIPAA.
However, the outdated regulations
have created clinical and safety
barriers for providers seeking

to treat such patients amid the
opioid crisis, even despite recent
updates to Part 2 in 2017. Thus,
the proposed rule seeks to balance
the need to both coordinate care
among providers that treat SUD and
maintain privacy for patients seeking
such treatment.

Notably, the proposed rule does not
change Part 2’s prohibition on law
enforcement’s use of SUD patient
records in criminal prosecution
against the patient. In addition,
the proposed rule will not affect
Part 2’s restriction on disclosure

of SUD patient records without
patient consent, except for those
disclosures related to bona fide
medical emergencies, based upon
appropriate court orders for good
cause (except that the proposed
rule corrects a technical error), or
made for the purpose of scientific
research, audits, or program
evaluation.? The substantial changes
that HHS and SAMHSA propose to
Part 2 follow.

First, the proposed rule seeks to
facilitate coordination between Part
2 providers and non-Part 2 providers
by clarifying that treatment records
created by non-Part 2 providers that
are derived from their own patient
encounters will not be subject to
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Part 2 even when those records
involve SUD, unless those records
incorporate SUD records received
from a Part 2 program. Accordingly,
the proposed rule provides various
methods by which a non-Part 2
provider can segment or otherwise
hold apart the SUD records it
receives from a Part 2 provider to
ensure that new records created
by the non-Part 2 provider will not
become subject to Part 2.3

In addition, the proposed rule
would permit non-opioid treatment
providers that have a treating
provider relationship with the patient
to access central registries in order
to determine whether the patient is
already receiving opioid treatment
through another program listed in
the registry. The purpose of this
proposed change is to coordinate
care and prevent duplicative
enrollments and prescriptions for
excessive opioids.* Along those
lines, the proposed rule would also
allow Part 2 programs (including
opioid treatment providers) to enroll
in, and report required dispensing
data for controlled substances to,
state prescription drug monitoring
programs upon obtaining written
consent from the patient.®

The proposed rule also includes
several provisions that would
decrease the burden on patients.
For example, the proposed rule
would allow patients to consent

to the disclosure of their Part 2
treatment record to a wide range
of entities that do not have a
treatment relationship with the
patient (e.g., social security
administration, halfway or sober
living house programs, etc.)
without being required to name
the specific individual who will
receive the record on behalf of the
entity, as is currently required.

In addition, the proposed rule
would expand the definition of a
“bona fide medical emergency”

to allow Part 2 programs to
disclose the patient’s treatment
record to another Part 2 program
without the patient’s consent
(assuming that it cannot feasibly
be obtained) during a state or
federally declared natural or major
disaster (e.g., hurricane) to ensure
that the patient can continue to
receive ongoing treatment during
such disaster.®

Some of the changes proposed by
HHS and SAMHSA are intended

attempts to resolve confusion as to
the disclosures of SUD treatment
records that can be made with

the patient’s written consent for
payment and health care operational
activities by providing a non-
exhaustive list of 17 examples of
permitted payment and health care
operational activities.” Notably, this
list differs from HIPAA's definition
of health care operations in that

it specifically excludes disclosures
made for the purposes of care
coordination and case management.
The proposed rule also attempts

to resolve ambiguities regarding
the scope of permitted disclosures
without patient consent for audits
and/or program evaluation purposes
by allowing patient identifying
information to be disclosed to
government agencies and their
contractors, subcontractors and
legal representatives in the course
of audits and evaluations mandated
by statute or regulation when those
activities that cannot be carried out
using de-identified information.®

In addition, the proposed rule also
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seeks to facilitate disclosures of
SUD patient treatment records for
research purposes by better aligning
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those under HIPAA’s Privacy Rule
and the Common Rule. In general,
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Uninsured

Continued From Page 6

children.”

The share of Americans without medical
insurance fell steadil-y since 2014

but then leveled off in 2017, the year
Donald Trump became president.

Health care advocates have complained
that efforts by the Trump administration
and Congress are jeopardizing
insurance enrollment. They point to
cuts in outreach programs that aim

to tell consumers about their health
care options under Obamacare and the
elimination of the ACA’s tax penalty for
people who don’t have health coverage.

Alker complained that the
administration’s policies are causing the

loss of children’s coverage. “In a period
of continued economic and job growth,
we shouldn’t be going backwards on
health coverage,” said Judy Solomon, a
senior fellow for the Center on Budget
and Policy Priorities, a left-leaning

think tank. “This backsliding almost
certainly reflects, at least in part, Trump
administration policies to weaken public
health coverage.”

She attributed the drop to the Trump
administration making it harder

for families to enroll for coverage

in Medicaid by curtailing outreach
efforts, allowing states to ask for more
paperwork and proposing a so-called
public charge rule that would make

it harder for legal immigrants to get
permanent resident status if they
have received certain kinds of public

assistance — including Medicaid.

Tom Miller, a resident fellow at the
American Enterprise Institute, a
conservative think tank, said the drop in
Medicaid coverage “is a positive.”

“When the economy grows Medicaid
eventually drops,” he said.

One reason for the drop in health
coverage is that middle-income

families cannot afford the rising cost

of insurance in the individual market,
particularly if they do not qualify for
government subsidies, he added.

“On balance, this is some short-term
noise,” he said of the uptick in the
uninsured rate. “I would put more stake
in it if happens for several years.”

Chris Pope, a senior fellow with the

conservative Manhattan Institute, also
said he considered the change “fairly
small” and likely due to increasing
wages “pushing people above the
income eligibility cutoff in Medicaid
expansion states.”

He suggested that next year would be
a better indicator of how changes in the
ACA are playing out.

"I expect that the mandate repeal
will make next year’s increase in the
uninsured more significant,” he said.

Kaiser Health News is an editorially
independent program of the Henry J.
Kaiser Family Foundation, a nonprofit,
nonpartisan health policy research and
communication organization not affiliated
with Kaiser Permanente. http://www.
kaiserhealthnews.com
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this would be accomplished by
permitting disclosures for research:
(i) by a HIPAA covered entity or
business associate to individuals
and organizations who are neither
HIPAA covered entities nor subject
to the Common Rule, provided that
the data is disclosed in accordance
with the HIPAA Privacy Rule; (ii)

to members of a HIPAA covered
entity’s workforce for purposes of
employer-sponsored research; and

Voted Michigan’s best Capitol
Coverage 10 years running!

Michigan Information & Research Service, Inc.

(iii) to recipients who are covered by
FDA regulations for the protection

of human subjects in clinical
investigations.®

Lastly, the proposed rule seeks to
provide further clarity with respect
to certain Part 2 provisions. The
proposed rule attempts to clarify
the time period for the placement of
undercover agents and informants
within a Part 2 program by
specifying a 12-month time period
(which can be extended through
the placement of a new court order)
that begins when the undercover
agent is placed, or
the informant is
identified, in the
Part 2 program.°
Furthermore, the
proposed rule
explains how Part

2 programs should

handle communications made by
their employees (and volunteers

and trainees) using personal devices
and accounts given that “records”
under Part 2 can be interpreted

as including emails and texts. The
proposed rule clarifies that the
employees do not need to relinquish,
destroy or otherwise render their
personal devices or accounts
unusable in the event that the Part
2 program is discontinued in order
to comply with Part 2’s “sanitization”
requirement. Instead, the
information should be immediately
deleted from the employee’s
personal account or device (after
being forwarded to the Part 2
program’s authorized communication
channel if the email or text contains
patient identifying information).t

Notably, interested parties can
submit comments regarding the

proposed rule to SAMHSA by
October 25, 2019.*2 For additional
information or assistance regarding
Part 2 or the proposed rule, contact
Reesa Benkoff, Esq. of Benkoff
Health Law, PLLC at (248) 482-
2780.

1 42 CFR § 2.11.

2 See HHS 42 CFR Part 2 Proposed
Rule Fact Sheet (Aug. 22, 2019),
available at: https://www.hhs.gov/
about/news/2019/08/22/hhs-42-
cfr-part-2-proposed-rule-fact-sheet.
html.

See 84 Fed. Reg. 44569 (Aug. 26,
2019).

See id. at 44576.

See id. at 44577.

See id.

See id. at 44575.

See id.

See id. at 44578.

10 See id. at 44581.

11 See id. at 44570.

12 Seeid. at 44568.
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The Michigan Academy of
Family Physicians “strongly”
urged “individuals of all ages”

Chair Matt Hall (R-Emmett Twp.

The meeting was called because
the decision came “without

“Which one news organization do you think
is most effective in covering the Capitol?”*

62% - MIRS

18% - Gongwer
4% - Undecided
4% - MLive
3% - Michigan Public Radio
3% - The Detroit News
3% - Other

PLUS ... Most Effective Reporter:
MIRS’ Editor Kyle Melinn
Followed by MIRS contributor Tim Skubick

*Survey of Lansing insiders conducted in June 2015 by the Lansing based, independent polling firm of EPIC/MRA.
www.MIRSnews.com
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statement issued by the
American Academy of Pediatrics,
American Academy of Pediatrics
Michigan Chapter, American
Cancer Society Cancer Action
Network, American Heart
Association, American Lung
Association, Campaign for
Tobacco-Free Kids and Truth
Initiative.

The health groups said
e-cigarette use in middle and
high school students increased
by 1.5 million from last year

to 3.6 million. They also

cited research showing that

97 percent of current youth
e-cigarette users used a flavored
product in the past month, and
70 percent cited flavors as a key
reason for their use.
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to refrain from e-cigarettes or
vaping, and “while the long-term
safety data are not yet available
on these relatively new products
and devices, we do know that
e-cigarettes and vapor contain
harmful compounds.”

Other organizations, like the
Michigan League for Public Policy
and the Tri-County Alliance for
Public Education, also backed
the governor’s action.

House Oversight Looking
Into Flavored Vaping Ban

The House Oversight

Committee was scheduled to
hold a public hearing on Gov.
Gretchen Whitmer’s emergency
declaration that removes
flavored e-cigarettes from the
shelves in Michigan, according to

public comment” and residents
deserve more transparency from
their government on the subject,
Hall said.

“There needs to be more
accountability . . . Regardless of
one’s stance on flavored nicotine
vaping products, the governor
should have at least provided
ample opportunities for people
to have their voices heard,” Hall
said.

Whitmer Press Secretary Tiffany
Brown took exception to Hall
saying the governor is declaring
a “ban on an entire industry.”
This story courtesy of MIRS,

a Lansing-based news and
information service.
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