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Covid-19 has touched nearly every aspect of health care and health law in 2020. Now, tracking
the ongoing implications of everything from vaccine mandates to potential impacts on the
future of patient care is more complex than ever. Factor in fundamental shifts from the Biden
administration on Trump-era rules, and tracking health law developments in 2021 takes on an
added layer of complexity.
Turn to the 2021 Outlook on Health Law for sound guidance you can use to plan your strategy,
successfully navigate changes, and identify trends. The Outlook includes coverage of potential
changes by the Biden administration to health regulations that went into effect late in the Trump
administration, as well as recent Biden-led efforts to preserve Affordable Care Act.
You will also access practitioner perspectives on shifts in telehealth and digital health; a look
at forces shaping the recent increase in health care-related M&A transactions; as well as
developments on federal and state responses to vaccine mandates; details on potential vaccine
exemptions; Medicare payments to hospitals under the CARES Act; and more.
The report includes Practical Guidance you can put to work as you navigate the health
law landscape during the global pandemic, including best practices to conduct internal
investigations – often in a remote work environment – and sample policies covering on-site
temperature and health screenings, privacy and confidentiality of health information, and
checklists to help manage employer-mandated Covid-19 vaccine programs.
For continued guidance turn to the Bloomberg Law Health Practice Center, with fully
integrated news, analysis, Practical Guidance, practice tools, and other primary and secondary
sources to give you comprehensive, nuanced coverage of critical issues in health law. The
page also includes dedicated resources for timely topics including the In Focus: Coronavirus
and the Federal Transition Issues: Health resource, which provide quick access to federal
agency policies, guidance, rulemaking, and other activities either initiated during the end of
the Trump administration or during the initial weeks of the Biden administration that impact
the health care industry.
Request your demo today.
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Late Trump-Era Health Rules Now in Effect Are
Under Review
By Fawn Johnson, Editor and Jeannie Baumann, Reporter
Bloomberg Law
February 9, 2021
Several health regulations that went into effect late in the
Trump administration are subject to review—and could
change—under the leadership of President Joe Biden.
They include controversial actions like an international drug
pricing rule, which is already halted by litigation, as well as
straightforward and time-sensitive rules about how doctors
get paid under Medicare. The Biden administration’s review of
the rules doesn’t mean they’ll be reversed, but it does mean
government officials will look at each one and assess whether
it meets the public interest.
The review covers rules published in the last 60 days of the
Trump administration, according to a Jan. 20 memo from
White House Chief of Staff Ron Klain.
That includes those that went into effect before Biden
took office, according to a Health and Human Services
spokesperson. “The administration is currently reviewing
all of the rules that were issued at the end of the previous
administration, consistent with the Executive Order issued in
January,” the spokesperson told Bloomberg Law.
All the now-effective health rules under review could be
considered violations of the Congressional Review Act
because they took effect less than 60 days after they were
published. That CRA-mandated 60-day delay period can be
shortened or waived if the agency finds “good cause.” About
half of the health rules that were rushed to completion in the
last two months of the Trump administration don’t include any
explanation as to why the 60-day interim period was waived.

Similarly, a federal judge in Montana delayed the
effective date of a “secret science” rule, which restricts the
Environmental Protection Agency from crafting regulations
based on scientific research that isn’t public or can’t be
reproduced. The judge said the agency hadn’t justified its
decision to put the rule into effect immediately.
“We could see private litigants make an argument like that
for HHS rules, too, if they went into effect more quickly than
usual,” Dooling said.
“We might see agencies making this argument on their
own, i.e., issuing a notice that the rules’ effective dates were
inappropriately rushed,” she said. “I don’t know if there’s
precedent for it.”

Here are the effective rules under HHS review:
Risk Adjustment Rule: A final rule issued Nov. 24 aims to
ensure that health insurers are paid when covering the sickest
patients. The rule changes the methodology for the HHS’s risk
adjustment data validation program, which seeks to reduce
incentives for insurers to avoid high-risk people.
The rule published in the federal register on Dec. 1 and
became effective Dec. 31. It doesn’t include any explanation as
to why the 60-day interim was waived.

Effective Now, Under Review

Physician Fee Schedule: A final rule issued Dec. 1 by the
Centers for Medicare & Medicaid Services boosts Medicare
payments in 2021 for primary care doctors and specialists who
rely on office and outpatient visits to evaluate and manage
their patients. Physicians with fewer office billings were due to
see program reimbursements fall significantly. They got relief
for some of those cuts with the help of Congress.

The Biden administration may be entering new territory in
dealing with the last-minute completed rules, said Bridget
Dooling, former deputy chief of the Office of Management
and Budget’s regulatory affairs office who is now a research
professor at George Washington University’s Regulatory
Studies Center. “What happens to them, without anyone
taking action, is that they’ll stay in effect,” she said.

The rule didn’t publish in the Federal Register until Dec. 28,
is in effect as of Jan. 1, and payments are being made to
physicians and hospitals based on it. The CMS cited its
authority to shorten the time between the publication and
effective date of the rule by 30 days, saying the Covid-19
pandemic brought about delays in releasing the rule.

There have been a few instances when the effective dates
of rules have been changed in court. In December, a federal
judge in California lampooned the administration’s excuse
for rushing its international drug pricing rule—which ties drug
reimbursement to cheaper foreign prices—as “flimsy” and
“contrived.” The judge halted the effective date until after the
HHS completed a notice and comment period.

Outpatient Surgical Care Rule: A final rule issued Dec. 2 gives
hospitals and ambulatory surgical centers more flexibility
to determine the most appropriate site of care for medical
procedures. The CMS plans to phase out, over a three-year
period, its list of 1,700 procedures for which Medicare will only
pay if they’re done in an inpatient setting.
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The rule didn’t publish in the Federal Register until Dec. 29,
and its effective date is Jan. 1. The CMS cited its authority to
shorten the time between publication and effective date,
saying “the significant devotion of resources” to the Covid-19
pandemic brought about delays in releasing the rule.
Civil Enforcement: A final rule issued Jan. 12 stops the HHS
from using standards solely from guidance documents when
taking civil enforcement actions.
The rule published on Jan. 14, but its effective date is set at
Jan. 12, the day the HHS released it. It contains no explanation
for the backdated effective date.
Pre-Obamacare Health Plan Rule: A joint final rule with the
HHS, the Internal Revenue Service, and the Labor Department
issued Dec. 11 makes it easier for employers and insurers to
continue offering health plans that were in existence before
the Affordable Care Act took effect. The rule provides more
flexibility to make changes to cost-sharing requirements for
enrollees in group plans offered by employers.
The rule didn’t publish in the Federal Register until Jan. 15.
It’s effective date was Jan. 14, but the actual application of the
rules to these health plans doesn’t begin until June 15 at the
request of commenters to an earlier proposed rule. “While
the Departments did not receive any comments specifically
requesting that the applicability date of the final rules be
delayed to 6 months after publication, the Departments
did receive a number of comments related to the COVID-19
pandemic and the timing of the final rules,” the rule said. To
avoid uncertainty, the changes are applicable June 15.
Faith-Based Groups: A final rule issued Dec. 14 from multiple
agencies allows faith-based organizations to be treated the
same as secular organizations in federal programs. The rule
clarifies that such groups don’t lose their legal protections just
because they participate in federal programs and activities.
The rule published on Dec. 17 and was effective Jan. 19, the last
full day of the Trump administration. The rule doesn’t explain
its 30-day time frame for its effective date, but it does contain
extensive discussion over whether a 30-day comment period
was appropriate before an interim final rule published.
International Drug Pricing: An interim final rule released 61
days before the end of the Trump administration ties federal
reimbursement for drugs administered in doctors’ offices
to lower prices paid in other countries. Drugs administered
by doctors, often for serious illnesses like cancer, are usually
expensive. A federal judge ordered the rule suspended
until the completion of a notice and comment period, and
the HHS spokesperson confirmed it’s part of the agency’s
regulatory review.

Anti-Kickback, Referral Rules
Two rules to prohibit physician referrals and financial
arrangements—e.g., kickbacks—that favor one health
clinic over another also likely fall under the HHS’s 60-day
review window, even though they were released 61 days
before Biden took office and were effective Jan. 19. They
didn’t publish in the Federal Register until Dec. 2, and the
Government Accountability Office flagged their effective
dates as likely violators of the CRA. Taken together, the rules
are intended to make it easier for doctors to work together
across health fields, but they have raised numerous questions
among health attorneys. Penalties for violations, intentional or
not, can be steep.
The CMS told Bloomberg Law in December that the final
physician referral rule, also known as the Stark Law rule, “is
effective 60 days from the display date,” pegging the Jan. 19
effective date to the agency announcement of the rule, not its
publication in the Federal Register. According to the GAO and
lawyers with regulatory expertise, that interpretation is flawed.
The Biden HHS confirmed that it’s reviewing every agency
action that took place in the final 60 days of the Trump’s term,
but current officials haven’t explicitly said that review includes
the Stark and anti-kickback rules. It stands to reason that the
rules are under review, however, because the agency has
already paused a different Medicare drug rebate rule that was
also released on Nov. 20 but didn’t publish until Nov. 30.

Last-Minute Proposed Rules
There are also a few abortion-related proposed rules that
came out in the waning days of the Trump administration that
likely won’t come to fruition under the current White House.
They include a proposal released Jan. 15 to boost protections
against disability discrimination for premature infants,
including those from “live-birth” abortions, and a proposal
issued Jan. 11 that would require researchers who want to use
fetal tissue to first get the consent of the pregnant donor.
The administration has a few easy options for dealing with
proposed rules that began under its predecessor, said
Dooling. “They could withdraw the proposed rule with a
notice in the Federal Register. That lets everyone know that
the administration does not plan to proceed,” she said. “Or
they could take no action, meaning that they don’t proceed to
finalize the rule but they also don’t withdraw the proposal. That
would allow this or a future administration to finalize the rule at
a later date.”
The Biden administration could also proceed as though it
issued the proposed rules and finalize them, but that seems
unlikely given the reproductive rights and scientific research
issues the proposals take on.

On Nov. 20, the day the rule was released, the OMB listed
it as a proposed rule that would need comment from the
public, but by mid-afternoon it had morphed into an “interim
final rule,” meaning the public could still comment but it was
considered effective upon publication in the Federal Register,
which occurred Nov. 27.
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Biden HHS Seeks Delay of Trump Vaccine Injury
Compensation Rule
By Fawn Johnson
Editor, Bloomberg Law
February 11, 2021
People who suffer shoulder injuries or lose consciousness
from a vaccine shot could still receive compensation under a
proposal issued Thursday by the Department of Health and
Human Services.
The proposed change (0906-AB24) would give the HHS
under President Joe Biden a chance to review a last-ditch rule
under the former administration—issued one day before Biden
took office and published the day after he was sworn in—that
removed vaccine-related shoulder harm and fainting from a
list of injuries for which people are entitled to compensation. It
was slated to go into effect Feb. 22.

Before the Covid-19 pandemic, vaccine manufacturing wasn’t
a lucrative project for drugmakers, and civil lawsuits further
deterred them. They weren’t able to secure affordable product
liability insurance, which meant the vaccine prices would be
higher or the manufacturer would be unable to enter the
market. The program is intended to keep drugmakers in
the vaccine making business and also make sure vaccineinjured persons can be compensated “quickly, easily, and with
certainty,” according to the law.

The HHS is proposing to add an additional comment period
to the rule and delay the effective date until April 23 to review
the action. The National Vaccine Injury Compensation Program
is a no-fault avenue for people who incur injuries as a result of
a vaccination to seek recompense. It was created to ensure an
adequate supply of vaccines and stabilize vaccine costs.
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Biden DOJ Tells Top Court U.S. Flips Trump Stance
on Obamacare
By Greg Stohr
Reporter, Bloomberg News
February 10, 2021
President Joe Biden’s administration told the U.S. Supreme
Court the Affordable Care Act is constitutional, filing an
unusual letter that flips the government’s position three
months after the justices heard arguments on the law.
The Trump administration had argued against the health-care
law, also known as Obamacare, when the justices heard the
case Nov. 10.
Opponents are trying to invalidate the entire law by pointing
to a Republican-backed 2017 tax change that eliminated a
penalty for not having insurance. The penalty was central to
the 2012 Supreme Court decision that upheld the so-called
individual mandate to have insurance as a legitimate use of
Congress’ constitutional taxing power.
The Trump administration argued that the individual mandate
isn’t constitutional without the tax penalty. But in a two-page
letter Wednesday, Deputy Solicitor General Edwin Kneedler
told the court the new administration “no longer adheres” to
that stance.
“Rather than imposing a new burden on covered individuals,
the 2017 amendment preserved the choice between lawful
options and simply eliminated any financial or negative legal
consequence from choosing not to enroll in health coverage,”
Kneedler wrote.

Vote Taken
The justices in all likelihood have already decided how they
will rule in the case. The justices typically take an initial vote
within days of the argument, and one of them begins drafting
a majority opinion soon thereafter.
The Nov. 10 argument suggested the court was inclined to
uphold the bulk of the law, if not the entire thing. Two of the
court’s conservatives, Chief Justice John Roberts and Justice
Brett Kavanaugh, indicated they wouldn’t strike down the
entire law even if the individual mandate were invalidated. The
court is scheduled to rule by late June.
The Trump administration’s position, particularly with regard to
severing the individual mandate, marked a departure from the
solicitor general’s usual practice of defending federal laws.
Kneedler, a career Justice Department lawyer, said he was
signing the letter because acting Solicitor General Elizabeth
Prelogar is recused. Before being named to her position,
Prelogar filed a brief in the case as a private lawyer.
The case is California v. Texas, 19-840.

The letter says that, even if the court decides the insurance
mandate is unconstitutional, the justices should “sever” that
provision so that the rest of the law survives.
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Robust Health-Care M&A Volume Ends 2020, Will
Continue in 2021
By Gary W. Herschman, Anjana D. Patel, and Zachary S. Taylor, Epstein Becker Green
Hector M. Torres, FocalPoint Partners LLC
Larry Kocot and Carole Streicher, KPMG US
Jan. 29, 2021
Life science and pharmaceuticals saw the highest volume
of announced or closed deals in December and for 2020 in
total, according to Epstein Becker Green attorneys and health
industry financial/investment analysts at KPMG and FocalPoint
Partners. They predict a strong 2021 for more deals across
the health-care industry, as the Biden administration doubles
down on the pandemic and economic recovery, vaccine
distribution accelerates, and industry innovates to meet
evolving patient needs.
The volume of announced and closed health-care industry
deals in December (222) was the highest of any month in 2020
and 2021 should remain a strong year for deals as the Biden
administration doubles down on the pandemic and economic
recovery, vaccine distribution accelerates, new therapeutics
come to market, and providers and health technology
companies innovate to meet evolving patient needs.
In 2020, total deal volume for the year ended at 1,936.
Although deal volume slowed in Q2 (354 announced/closed)
as the country faced the beginning of the Covid-19 pandemic,
investor activity accelerated through the second half of the
year: Q3 (496) and Q4 (610).

While the economy as a whole was deeply impacted by the
effects of the pandemic, the health-care and life sciences
industry appears to have remained largely resilient through
the significant disruptions caused by Covid-19.

Physician Practices and Services
Physician practices and services finished the year with 25 deals
announced or closed in December, and 71 total deals in Q4.
The sector closed out 2020 with 208 transactions, down 5%
compared to 2019.
What is significant for 2020, however, is the significant volume
of physician group deals notwithstanding the virtual standstill
for several months due to the pandemic, as many transactions
were canceled or postponed at the onset of Covid-19.
However, transaction activity soared during the last four
months of 2020, averaging over 23 deals per month, which
signals continued robust activity in this sector into 2021. A
major driver of the year-end rush to close these transactions
in 2020 was the foreseeable push by the incoming Biden
administration to increase the capital gains tax rates in 2021
and beyond.

Transaction Distribution – YTD
LIfe science and pharmaceutical
Healthcare IT and software
Medical device and supplies
Physician practice and services
Cannabis
Hospital / health systems
Long-term care
Home care and hospice
Behavioral health
Revenue cycle management
and consulting services
Diagnostic labs and imaging
Other
Managed care
Dental practice management
Pharmacy
Rehabilitation
Ambulatory surgery
Healthcare staffing

384
266
247
208
159
113
95

This increasing trend is driven in large part by the challenges
faced by medical practices during the pandemic, and their
recognition of real and tangible benefits of being part of a
larger practice organization with professional management,
well-developed corporate infrastructure, and access to
substantial capital—all of which is essential to enable medical
groups to better weather future uncertainties and to best
position physicians to survive and thrive in the future.

89
80
58
55
41
34

Transactions of note in December included the acquisition
of Eye Center of Texas by Shore Capital portfolio company,
EyeSouth Partners. Shore Capital continues to add density to
its platform in Texas and the Southeast, having made five total
acquisitions in 2020.

28
27
27
16
9

Source: Bloomberg Law Health-Care Advisory Panel
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Transaction Distribution – December
LIfe science and pharmaceutical
Healthcare IT and software
Medical device and supplies
Physician practice and services
Cannabis
Hospital / health systems
Behavioral health
Home care and hospice
Diagnostic labs and imaging
Revenue cycle management
and consulting services
Dental practice management
Pharmacy
Rehabilitation
Long-term care
Managed care
Ambulatory surgery

47
36
33
25

A notable announced transaction in December is Cleveland
Clinic’s proposed acquisition of Mercy Medical Center. The
transaction would add a 12th regional Hospital for Northeast
Ohio-based Cleveland Clinic, and represents an expansion
into Southeast Ohio for the health system. The deal is
expected to close in Q1 2021 subject to regulatory approval.
Other growing health systems across the country continue to
seek out acquisition opportunities as a way to add facilities
and providers in core regions and expand geographically.

15
14
13
10
5

Health-Care IT and Software

5
4

Health-care IT ended the year with 36 announced/closed
deals in December, the second highest month of the year.
The sector had 266 deals in 2020, up 31% from 2019. The
recent rise in Covid-19 cases is likely to continue interest in
development of innovative technologies and solutions to meet
surges in patient demand and streamline care processes.

4
4
3
2
1

Other
1
Healthcare staffing 0
Source: Bloomberg Law Health-Care Advisory Panel

Eye care was one of the hottest specialties in terms of M&A
activity in 2020 due to increasing awareness about the
importance of eye health and growing coverage for vision
care. The transaction serves as an example of the roll-up
strategy financial sponsors are deploying in eye care, as well
as across other physician specialties, many of which remain
highly-fragmented. Transactions of similar motivation are
expected to drive M&A volume across the sector in 2021.

The long-term outlook for utilization of telehealth services
remains unclear, however, as the pandemic has created
new demands and expectations from patients on where,
how, and when they receive care, which, in turn, could lead
to more regulatory flexibility to broaden the utilization of
telehealth services.
Another contributing factor to the spike in health-care IT
deals was the increase in internet traffic stemming from the
pandemic leading to the need for more creative, practical, and
secure solutions for the provision of health-care services over
the internet.

Hospitals and Health Systems

Life Science and Pharmaceuticals

Hospitals and health systems saw 14 transactions announced
or closed in December, finishing the year with 113 in total, a
14% decline from 2019. However, despite transaction volume
being down over 2019, the sector finished the year on a high
note with 36 transactions in Q4, up from 21 in Q3.

Life science and pharmaceuticals (47) had the highest volume
of announced or closed deals in December and for 2020 in
total, ending the year with 384 announced/closed deals.

The decline in transaction volume is due to the fact
that hospitals in most metropolitan regions are already
substantially consolidated, and because hospitals have been
laser-focused on the pandemic.
Once the pandemic subsides, we expect that hospital sector
transactions will pick up during the second half of 2021 and
into 2022 as favorable transaction dynamics stemming from
eased patient capacity constraints and continued recovery as
the Covid-19 vaccine is deployed.
Solo hospitals and small health systems have been financially
impacted by the pandemic, and realize now more than ever
that being part of a larger health system, with substantial
infrastructure and access to capital, is important in order to
survive and succeed into the future, so that they will always be
there to serve the health-care needs of their local communities.

Interest in life sciences transactions is likely to remain high in
2021, particularly as vaccine distribution accelerates, additional
vaccines and therapeutics are approved, testing continues to
expand, and pharmaceutical companies continue to innovate
for a post-pandemic market.

Medical Device and Supplies
Medical device and supplies also ended the year on a high
note, with 33 announced/closed deals in December and
247 for the year. Just as interest in innovative life science and
health IT products increased as a result of the pandemic,
medical device and supply demand is likely to stay strong as
the sector supports distribution, storage, and administration of
Covid-19 vaccines.
As variants and mutations of the virus emerge, potentially
requiring continued immunizations in future years, medical
device and supply companies are going to see increased
volume making them lucrative targets for investors.
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Cannabis

Author Information

Cannabis sector deal volume rose at an astonishing pace in
2020 closing with 159 deals, far exceeding the 57 transactions
in 2019. The 15 deals announced or closed in December mark
the eighth month in a row of double-digit deal volume, with
Q4 being the most active quarter this year at 46 transactions.

Gary W. Herschman is a member of Epstein Becker Green in
its Newark, N.J., office. Anjana D. Patel is a member of Epstein
Becker Green in Newark. Zachary S. Taylor is an associate
at Epstein Becker Green in Newark. Hector M. Torres is
managing director at FocalPoint Partners LLC in Chicago. Larry
Kocot is a principal and national leader, Center for Healthcare
Regulatory Insight at KPMG LLP in Washington, D.C. Carole
Streicher is U.S. lead partner, deal advisory and strategy at
KPMG LLP in Chicago.

We expect this fast-growing trend to continue into 2021 as
states continue to loosen regulations and expand legally
permissible applications for both recreational and medicinal
marijuana use.

Aaron T. Newman, Ryan DeBlaey, and Michael Stotz of
FocalPoint Partners; and KPMG’s Ross White, Puja Ghelani, and
Shakoor Jilani contributed to this article.

Outlook for 2021
With the Biden administration taking over, attention will turn
to what policy and regulatory priorities to expect over the next
year. However, given the Democrats’ slim majorities in the
House and Senate, investors can expect that there will not be
significant system reforms in the near-term.

Epstein Becker Green and KPMG did not comment on any
particular transaction or party discussed or listed in this article.

Rather, the policy focus is expected to remain on stimulating
the economy, supporting health sector recovery, and ensuring
continued progress on Covid-19 vaccines distribution and
development of therapeutics. This continued focus on
the pandemic is expected to drive investor opportunities
and optimism in 2021, especially in the life sciences and
pharmaceutical, medical device, and health IT sectors.
The effects of the pandemic will also continue to drive
physician groups, hospitals and other health-care providers to
further consolidate to better position themselves for a bumpy
and uncertain future.
This column does not necessarily reflect the opinion of The
Bureau of National Affairs, Inc. or its owners.
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Best Practices for Internal Investigations During Covid-19
By Lisa LeCointe-Cephas, Merck & Co., and Lillian S. Hardy and Jennifer D. Brechbill, Hogan Lovells
February 10, 2021
Just like that, the world has changed, but internal
investigations must go on. In response to the spread of
Covid-19, companies have continued to operate, with many
employees moving their work to home offices. Those engaged
in compliance or investigations have also had to conduct infield work from home, because alleged misconduct persists
and internal investigations cannot be stopped.
In the Covid-19 world, employees face deep uncertainty
and feel pressure to perform and retain their jobs. For
commission-based and other competitive roles, that could
lead to an increased risk of employee misconduct.
Therefore, despite logistical challenges, companies must
enforce compliance programs and ensure that their internal
controls are working appropriately. Covid-19 will not be a
defense to violations of law, and employees must still adhere
to company codes of conduct.
When investigation teams cannot be in the field, there
are steps they can take to monitor compliance and run
effective, remote investigations. This article offers guidance
on those steps.

Monitoring Hotlines and Reviewing Data
Before any investigation can begin, companies must take
measures to ensure they are aware of potential risks and
misconduct. In-house lawyers and/or compliance officers
should continue to carefully monitor ethics hotlines for
reports of misconduct. But in-house professionals will
also need to engage in proactive measures to spot risk
by reviewing data and identifying anomalies. They should
ask such questions as: Are sales higher than expected in a
certain region? Do the accounting records suggest unusual
cash withdrawals or distributions? Did an employee report
concerns about interactions with a foreign joint venture?
Companies must be intentional in identifying and assessing
red flags.

conducting interviews when the relevant witnesses are
laid off or furloughed. Former employees may choose to
participate in a voluntary—not mandatory—interview.
Furloughed employees likely can be interviewed as well;
typically they are bound by any contractual requirements to
cooperate in internal investigations. However, the company
may need to compensate the furloughed employee for the
time spent (for non-exempt employees) or the full week (for
exempt employees). Because of the added complications,
the investigative team might prioritize interviews of
furloughed employees to only those who are most relevant
to the investigation.
For investigations in their final stages, there may be a new
reluctance to make termination decisions for employees
working remotely or taking protected leave. Employers can
continue to hold employees to performance and conduct
standards but should be cognizant of whether employment
actions during this period heighten litigation risks, such
as an employee claiming retaliation for taking protected
leave. To the extent any expectations related to employee
performance do change, those expectations should
remain objective and should be clearly communicated to
employees. If the changed expectations are temporary, that
should be communicated as well.

Collecting and Reviewing Documents
Data collections can largely be accomplished remotely,
particularly for server data. Using Office 365, for example,
companies can perform remote collections themselves or
provide administrative access to an outside firm or vendor.
To the extent a company would like to handle the collection
itself while involving an outside vendor for support, it can use
WebEx or screen shares for the vendor to shadow and assist
with the collection.

In the first few weeks of the Covid-19 response in March
2020, businesses and communities across the nation faced
new stay-at-home orders and general confusion. In such an
environment, it is no wonder that some internal investigations
were paused. Investigative teams should now look at those
halted investigations through the lens of the new reality to
determine next steps.

Remote collection is more challenging when working with
local drives and devices, but there are ways to accomplish
both a full disk collection and directed collections. To
copy local drives from workstations or laptops, companies
can install remote access software on devices that allow
information technology remote control when the computer
is connected to the internet. Such applications can even be
installed remotely if the IT systems are sophisticated. For
devices like iPads or iPhones, a company may need to ask
custodians to enable backup of their respective devices
to the cloud. However, some sophisticated tools can force
devices to back-up to the cloud on the back end.

As an initial matter, the team must take stock of the previously
identified custodians and witnesses and their employment
status. In particular, there may be added challenges to

Investigators also should assess whether a custodian retains
hard copy materials. To the extent relevant material exists in
this format, the custodian may be able to scan the documents

Restarting Halted Investigations
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for review. Without the ability to review documents in person
or scan large quantities of data, investigative teams may
need to rely on the custodian to transmit what is relevant.
This reliance, of course, can lead to pitfalls and problems.
A custodian may store hard copy materials in an office
building to which she no longer has access. Or there may
be credibility concerns with a witness transmitting what she
deems relevant. It is best practice to assess the existence of
hard copy materials, but electronic collections are likely to be
more complete and reliable than hard copy collections in the
context of a remote investigation.
With respect to document review, the process is far
simpler. Lawyers have long been accustomed to reviewing
documents on web-based platforms. These review tools,
along with a plethora of e-discovery analytic tools, allow
review and analysis with ease from any remote location.

Conducting Interviews Remotely
Nothing can replace the value of an in-person interview,
especially for key witnesses. But when in-person is not an
option, telephonic or video interviews are a useful alternative.
In order to make these interviews as efficient and streamlined
as possible, consider the following best practices.

Scheduling and Logistics
First, work with the witness and other participants to schedule
the interview at a mutually convenient time, keeping in
mind the added obstacles witnesses may face with respect
to privacy and childcare. It is important that the interview
environment remain as private as possible for the witness,
both to encourage dialogue and to protect legal privilege.
Second, schedule more time than you predict you need for the
interview, to allow for additional explanation or discussion that
may be required when you are not face-to-face.
Third, if you are working across time zones or countries,
leverage support from local teams to assist with logistics and
scheduling. Fourth, if there are potential language barriers,
err on the side of having a translator on the call; language
gaps may be more pervasive in telephonic interviews.

Setting Up Technology
Have all passwords and links set up and ready in advance of
the interview start time. If needed, conduct a practice session
to familiarize yourself with the technology. If there are any third
parties participating, such as counsel for the audit committee
or a witness’s attorney, the investigator should consider
using their own conference line or outside counsel’s line, to
ensure proper security and control. If appearing on video,
the participant should also ensure that their background is
professional. To the extent an office setting is not available, this
can be accomplished in certain applications by blurring the
background or using a virtual background.

Interacting With the Witness
It can be harder to establish a rapport and read a witness
during remote interviews. To this end, video conferences may
be preferable to teleconferences, as the technology allows the
interviewer to pick up on non-verbal cues that may otherwise
be lost. However, video conferences may also pose an
increased risk of technical issues or distracting glitches. With
either technology, the interviewer may need to encourage
more complete verbal responses from the witness.

Notetaking and Recording
It is always best practice to staff an interview with more
than one attorney or investigator, whether the interview
is in-person, telephonic, or via videoconference. Having a
colleague present, who takes careful and accurate notes,
will serve to protect the company from any allegations of
misrepresentation during the interview, such as claims that
the Upjohn warning—in which corporate counsel advises
that the company owns the legal privilege, rather than the
employee—was not properly delivered. It also ensures an
accurate factual record.
Even for companies working with leaner, reduced teams,
having a notetaker is critical. Indeed, it may be even more
important in this remote context, as the presence of a
notetaker allows the interviewer to focus on establishing a
rapport with the witness, rather than creating a distraction
by notetaking.
It may be tempting to create an audio recording of the
interview, particularly in one-party consent jurisdictions;
however, this creates a greater risk that the recording will
become discoverable. If there is concern that a witness might
record the interview on their end, the interviewer should
address the issue upfront, making clear that the witness is not
permitted to record the interview and the company does not
provide consent to a recording.

Reviewing Documents
Plan in advance of the interview how and when to show
documents to the witness. One option is to send the
documents to the witness via e-mail in advance of or during
the interview, to review on his or her screen. Another option
is to conduct the interview using a videoconferencing
software that allows an investigator to share their screen. This
latter option may be preferable to avoid letting the witness
view the documents in advance of questions or have access
to them after the interview concludes.

Investigative Team Communications
In a virtual world, it becomes even more important to
maintain strong communication both in-house and with
outside counsel. Regular team calls can ensure that everyone
is aware of their respective responsibilities and can report
their progress. Shareable, editable progress trackers listing
clear responsibilities, updates, and deadlines also can
promote accountability. In addition, with fewer in-person
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meetings and potentially more e-mail traffic and documents,
it is of heightened importance to protect legal privilege by
marking documents appropriately and including in-house or
outside counsel on communications.

Investigation Reports
The final stage of an investigation is one that can be—and
often is—handled remotely. The team must analyze the
documents, interview statements, and other data to form
conclusions about what occurred, why, and the legal risks
it poses, if any. Depending on a company’s preference and
practices, the investigation report can come in various forms,
which also can be accomplished virtually. Whether in writing,
or as a telephonic or video presentation, the investigative
team should present its conclusions to any necessary
decision-makers. Once again, in so doing, the team must be
cognizant to protect legal privilege.

Adapting to Circumstances
In an ideal investigation, the team would collect all potentially
relevant documents and interview all current, former, and
furloughed employees that have or may have pertinent
information. But, especially in the current environment,
companies may need to take prompt action without allowing
the perfect to be the enemy of the good.

Or it may table a review of scanned, hard copy documents
until after interviewing the key witnesses, in an effort to
determine whether they are truly necessary. It may also
decide to forego certain steps in the investigation manual to
get to a faster result, such as by providing recommendations
to an audit committee or management team via telephone
conference rather than drafting a formal report.

New Opportunities
The new remote reality adds complexity and challenges to
internal investigations. But it also offers up new opportunities.
With increased use of technology—and a dash of creativity—
internal reviews can remain efficient and effective. To the
extent investigative activity does slow during the crisis,
teams can turn their attention to the critical compliance
efforts that often get pushed aside when other deadlines
loom: updating policies and procedures, finalizing reports
and memoranda to file, and drafting exemplars and training
materials. As such, when business returns to business-asusual, companies can be confident that their procedures
never faltered—and, in fact, are stronger than before.

Consider the case of reported sexual misconduct via
videoconference, or alleged procurement fraud related
to the production of Covid-19-related products for the
government. In such instances, among others, the company
may need to act efficiently by streamlining or triaging the
typical steps. Perhaps it collects documents on a rolling basis,
starting with the sources that are most easily available to
obtain remotely.

2021 Outlook on Health Law

10

On-Site Temperature and Health Screening
Policy (Annotated)
Editor’s Note: Employers can implement on-site temperature and health
screenings to help control the spread of Covid-19 in the workplace.
Employers that choose to do so should ensure that they remain in
compliance with Title VII of the Civil Rights Act, the Americans with
Disabilities Act, the Fair Labor Standards Act, and all applicable federal,
state, and local laws. To review state-specific laws and regulations on
workplace pandemic requirements, see State L&E Developments.

Coverage
This policy applies to all employees, contractors, customers,
and other visitors to [Company] premises for the duration of
the Coronavirus pandemic. All other policies remain in effect
unless otherwise noted.
Comment: In order to best protect employees, temperature screening
policies should apply to all individuals who enter employer premises.

Screening Requirements
In order to stop the spread of Covid-19, all individuals
entering [Company] premises will be subject to temperature
and health screening. Any individual who has symptoms of a
Covid-19 infection or has a temperature of 100.4°F (38°C) or
higher will be prohibited from entering [Company] premises
and asked to contact their health care provider.
Comment: Temperature screening alone will not guarantee a safe
workspace. The Centers for Disease Control and Prevention has
acknowledged that Covid-19 doesn’t cause a fever in every person
and that individuals may be able to transmit the disease before they
show any symptoms. See CDC’s Coronavirus Disease Resources:
How COVID-19 Spreads. In order to account for the potential
absence of this symptom, employers should still implement and
enforce social/physical distancing protocols, increased cleaning, and
other safety measures.
The CDC defines a fever as a temperature that is 100.4°F (38°C) or
higher. See CDC’s Care Kit. Some states advise a lower temperature
threshold for Covid-19 screening. See state public health guidance.

Screening Process
Temperature screenings will be conducted immediately
outside the [Company] worksite. During temperature
screenings, individuals will be asked to report if they
have symptoms of a Covid-19 infection, as defined by the
Centers for Disease Control and Prevention. Employees’
temperatures and their answers to health screening
questions will be kept confidential.
Comment: The Equal Employment Opportunity Commission has
acknowledged that the coronavirus pandemic presents a direct
threat to employees and allows employers to conduct health
screenings and temperature checks without violating the Americans
with Disabilities Act. However, the EEOC’s guidance does not

eliminate the ADA’s confidentially requirements, so employers
should be careful to maintain employee privacy throughout the
screening process and maintain any records of employees’ health
screenings separately from their personnel files. See EEOC’s
Pandemic Preparedness in the Workplace and the Americans With
Disabilities Act; 29 C.F.R. § 1630.14(c)(1).

Employers should take care to properly train and protect
employees who perform temperature checks and health
screenings. Protection should include physical barriers,
personal protective equipment or cloth face coverings, and
touchless thermometers.
Employers should monitor the CDC’s Symptoms of
Coronavirus website and update their screening procedures
as necessary.
All individuals who visit [Company] premises are required
to practice social distancing and encouraged to wear face
coverings during the temperature screening process.
Comment: Employers may be required to pay employees for
the time they spend waiting in line. See Point of Law and State
comparison chart: Compensable Time.

Employees and other visitors are encouraged to check their
own temperature before arriving at [Company] premises.
Any employee who has a fever higher than 100.4°F (38°C)
or exhibits any symptoms of Covid-19 should not report
to [Company’s] worksite. Employees should notify their
manager and their health care provider.
Comment: Employers can and should encourage employees to
check their temperatures before coming to work. This helps to
minimize the risk to employees who are performing or waiting to
undergo temperature screening. Employers should develop a written
protocol regarding suspected or confirmed Covid-19 infections in the
workplace. See Covid-19 Policy for On-Site Workers (Annotated).

Leave
Employees who test positive or exhibit symptoms of a
Covid-19 infection are entitled to [describe leave available].
Employees who need to use this leave should contact their
immediate manager.
Comment: Employees may be entitled to leave under existing leave
policies, the Families First Coronavirus Response Act, or applicable
state law. See Federal and state comparison chart: Paid Sick Leave.

Accommodations
Employees who are unable to participate in temperature or
health screenings due to disability or religious belief should
contact [contact person]. If employees feel that screening
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procedures are unsafe and present an immediate threat
to their physical safety, please contact [contact person].
Employer complies with all applicable federal, state, and
local workplace laws.
Comment: Employees with disabilities may be entitled to
accommodations under the ADA or applicable state law. Employers
that receive accommodation requests should engage in the interactive
process to determine if accommodations, such as additional PPE, will
allow the employee to safely return to the workplace. If reasonable
accommodations can’t be found, present an undue hardship for
employers, or if, even with accommodations, the employee poses
a direct threat to themselves or their coworkers, the ADA allows the
employer to prohibit the employee from returning to work. See 42
U.S.C. §§ 12111 to 12112; 29 C.F.R. § 1630.9. Employers should check
state requirements before refusing disability accommodations. See
State comparison chart: Disability Discrimination.

Generally, employees cannot refuse to participate in
temperature screening based on their political beliefs. Private
employers are not government actors and are not required
to guarantee free speech for their employers. Although
employees in the public sector do have some free speech
rights, government employers can impose regulations
on their employees’ conduct that are designed to protect
health, safety, and welfare of the public. Some states have
laws that protect employees from discrimination based on
their political activities, however, those laws are limited to
political activity performed during non-work hours. See State
comparison chart: Lawful Activities.

Employees can object to temperature checks based on
sincerely held religious beliefs and request accommodations
under Title VII or applicable state law. As with disability
accommodation requests, employers should engage in
the interactive process to determine whether reasonable
accommodations are available. If accommodating an
employee’s religious beliefs if doing so would cause more
than de minimis burden, Title VII allows employers to refuse
the accommodation. However, state laws may impose different
accommodation standards. Employers should check state
requirements before refusing religious accommodations. See
State comparison chart: Religious Discrimination.
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Digital Health 2021: Trends in Big Data, AI, Telehealth,
and Beyond
By Megan Baca, Kellie Combs, Christine Moundas
Ropes & Gray LLP
Jan. 4, 2021
Ropes & Gray attorneys examine key trends they expect in
2021 in the digital health and health-care space, including
the continued expansion of big data, AI, and telehealth,
and a movement toward increased portability of patient
health information.
This was a year unlike any other as the world responded
to the pandemic public health emergency by deploying
telehealth solutions to comply with social distancing orders
and fast-tracked development and deployment of diagnostics,
therapeutics, and Covid-19 vaccines.
As we move into 2021, we expect big data collaborations and
analysis through artificial intelligence (AI) to continue fostering
innovation in clinical decision support (CDS) software, patient
treatment, and pharmaceutical research. We also expect the
movement toward increased portability of patient health
information and telehealth usage, fueled by the public health
emergency (PHE), to continue in the years to come.
Some key trends to expect, as well as related transactional and
regulatory compliance concerns, are summarized below.

Data Sharing Agreements
Data sharing and AI collaboration agreements are likely to
increase as companies seek to efficiently extract useful insights
and inferences from larger and more diverse data sets.
Because rights in data are not uniformly governed by
statute, contractual provisions are critical to address novel
issues in the rights of collaborators. Participants in data
pooling initiatives need to consider what data will be shared,
participants’ rights to use the compiled data sets, and the
rights retained by each contributor in such data and arising
inferences outside of the agreements.
Critically, AI platform providers and owners of proprietary data
sets will need to address whether the AI platform is permitted
to retain any learning derived from the data set that may be
used for other customers, including potential competitors of
the data set owner.
Further, the evolving data privacy regulatory framework,
including the passage of the California Privacy Rights Act (CPRA)
in November, and the California Consumer Privacy Act (CCPA)
that went into effect in January 2020, may impose heightened
obligations for previously ”lightly” regulated data sets.

For instance, personal fitness information collected by smart
devices, while likely not covered by the Health Information
Portability and Accountability Act (HIPAA), may be covered
under the CCPA and may receive heightened protection as
“sensitive personal information” under the CPRA. Data sharing
collaborations will continue to be shaped by the rapidly
evolving regulatory landscape.

Tech, Software Innovations
Innovative digital health software, such as AI tools and
CDS software, will continue to proliferate, but require
careful consideration of rapidly evolving regulatory and
statutory regimes.
The Food and Drug Administration’s risk-based approach to
digital health software regulation during the PHE has been
largely consistent with its pre-pandemic regulation, with
a focus on exercising enforcement discretion for low-risk
software products that could aid in minimizing physical contact
between patients and their health-care providers.
In 2021, we anticipate the FDA will renew its broader efforts to
clarify the regulatory approach to medical software products,
led by the Digital Health Center of Excellence, which the
agency established in September 2020. Notably, finalizing the
CDS draft guidance and issuing draft guidance on AI are both
on the FDA’s Center for Devices and Radiological Health list of
priorities for 2021.

Exchange of Information
New regulations that promote interoperability and exchange of
electronic health information will impact health IT development.
In 2020, the Centers for Medicare and Medicaid Services and
the Office of the National Coordinator for Health IT issued rules
implementing interoperability, information blocking, and patient
access provisions of the 21st Century Cures Act to facilitate the
access and exchange of electronic health information.
New requirements that take effect in 2021 include:
• Prohibition on information blocking, which is applicable
to health IT developers, providers, health information
exchanges, and health information networks;
• Electronic admission, discharge, and transfer notifications,
required for Medicare-enrolled hospitals;
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• Patient access application programming interfaces (APIs),
required for Medicare Advantage, Medicaid, Children’s
Health Insurance Program (CHIP), and qualified health plan
insurers; and
• Provider directory APIs, required for Medicare Advantage,
Medicaid, and CHIP.

Drug Development and Real-World Data
Regulators are expected to clarify their approach to drug
development that incorporates real-world data analyses
powered by health technology platforms.
Although uptake of real-world evidence (RWE) approaches in
drug development has been limited by a lack of clear regulatory
guidance or comfort with RWE, in 2020 regulators and industry
have heavily relied on real-world data to understand Covid-19
and to assess potential treatment options.
In 2021, the FDA is expected to release guidance addressing
how sponsors can utilize real-world evidence in drug
development, as required by the 21st Century Cures Act. This
guidance, along with the increased comfort stakeholders have
gained with RWE during the pandemic, could drive increased
utilization of real-world evidence in drug development.

After the Pandemic
As the pandemic subsides and the focus of regulators shifts,
the digital health landscape will continue to be shaped by the
legacy of the Covid-19 PHE.
The continued proliferation of big data, AI, telehealth, and
other innovative digital health tools will require commercial
actors to carefully consider contractual language and
insurance coverage for new technologies. Anticipated FDA
and CMS regulations and guidance are likely to affect both
software and drug development, and new and clarified privacy
obligations may impact any use of data in that development.
Those on the forefront of digital health innovation should
continue to monitor these ongoing legal issues and plan
accordingly in 2021.
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Reimbursement
We expect that government and commercial payors will
increasingly reimburse services provided remotely through
telehealth and other digital health technologies.
Historically, insurance coverage for remotely provided services
varied by insurer and geographic region, and Medicare
coverage, in particular, was limited. However, CMS and other
payors loosened reimbursement requirements for telehealth
services during the PHE.

The authors are co-chairs of the firm’s digital health initiative.
The authors would like to recognize the contributions of Sarah
Blankstein, William Ognibene, Gideon Palte, Michael Purcell,
and Shong Yin, all associates at Ropes & Gray .

In 2021, CMS is adding new Medicare-reimbursable telehealth
services, and state Medicaid programs and private insurers
may follow suit.
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Some States Put Brakes on EEOC’s Stance on Mandating
Covid-19 Vaccine
By Karla Grossenbacher
Seyfarth Shaw LLP
Jan. 13, 2021
It is now clear under federal employment law that employers
can require workers to receive a Covid-19 vaccination. But state
legislatures are proposing anti-discrimination and other laws
that would erode an employer’s ability to mandate the vaccines,
explains Seyfarth Shaw attorney Karla Grossenbacher.
Employers are mulling whether they should require their
employees to receive Covid-19 vaccines. It is a question that
is fraught with issues, both legal and non-legal. To complicate
matters further, the legal framework underpinning an
employer’s right to mandate a Covid-19 vaccine continues to
shift beneath employers’ feet.
In an update to its technical assistance guide on Dec.16,
2020, the Equal Employment Opportunity Commission made
clear that employers can mandate Covid-19 vaccines for their
employees under the Americans With Disabilities Act if (1)
the employees get the vaccine at a third-party health care
provider or pharmacy that does not have a contract with their
employer to administer the vaccine; and (2) the employers
make accommodations for religious objections under Title VII
of the Civil Rights Act and disability-related objections under
the ADA.
However, even though it is now clear under federal
employment law that employers can mandate a Covid-19
vaccine, state legislatures can enact anti-discrimination and
other laws that are more restrictive, and provide additional
protections to employees that erode an employer’s ability to
mandate the vaccines.
And that’s exactly what some state lawmakers are proposing
to do.

Bills Introduced to Prevent
Mandatory Vaccination
At least nine states are considering proposed legislation
designed to prevent state and local governments and
private businesses from mandating Covid-19 vaccinations.
The uptick in this type of state legislative activity
underscores that divisive nature of the vaccines, especially
while they are being administered under an emergency use
authorization in the U.S.
Although the “warp speed” development of a Covid-19
vaccine has been a welcome advancement and a pivotal
moment in the world’s fight against the novel coronavirus,
in practice, it is understandable that many individuals have

trepidation about being injected with a vaccine that has
broken records for the speed with which it was developed
and authorized for use. And beyond this, there are many
individuals who question vaccine safety in general.
Indeed, the divisive nature of the Covid-19 vaccine issue—and
the question of vaccine mandate— has led to diametrically
opposed bills being introduced in certain states.
For example, a bill introduced in the New York State
Assembly provides that no “vaccine used for the purposes of
inducing immunity against coronavirus in humans in this state
shall be a mandatory immunization” and no “person shall
be required to receive such vaccine unless such individual
chooses to be vaccinated.”
At the same time, however, the New York State Senate is
considering a bill that would require the Covid vaccine to
become mandatory for those who can, as shown by clinical
data, safely receive the vaccine once (1) the U.S. Food and
Drug Administration and the New York State Clinical Advisory
Task Force approve the safety and effectiveness of the vaccine
and (2) public health officials “determine that residents of the
state are not developing sufficient immunity from Covid-19.”

Bills Aimed Directly at Employers
Moreover, although some of the proposed laws are directed
only at the ability of state and local governments to mandate
Covid-19 vaccines, others are aimed directly at employers.
For example, a bill introduced in December in the South
Carolina House of Representatives provides that “employers
are prohibited from taking any adverse employment action
against…any individual who exercises the right not to
be vaccinated.” The term “adverse employment action”
specifically includes “termination, suspension, involuntary
reassignment, or demotion.”
While this would not rule out a voluntary reassignment,
employers are familiar with the difficulty of establishing what is
and is not voluntary in the employment context.
A bill (HB 1065) has also been introduced in the Washington
State Legislature that, if passed, would prevent an employer
from requiring an employee to receive the Covid-19 vaccine
“as a condition of employment” if they make a “verbal or
written declaration of medical, philosophical, or religious
objection.” It would also prevent private entities from requiring
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receipt of the Covid-19 vaccine until it is licensed for use and
other specific clinical research requirements are met.
The most aggressive proposed legislation by far aimed
at employers is in Minnesota where state lawmakers have
proposed that it be a felony that carries a minimum sentence
of 10 years in prison for any “agent” of a “business” to “treat
differently, single out, deny opportunity, ostracize, stigmatize,
or discriminate against an individual as a result of the
individual’s decision on whether or not to receive a vaccine.”

Employer Productivity Benefits Versus Pitfalls
In addition to these potential state legislative obstacles,
employers must balance the benefits of vaccinated workforce
in terms of productivity and a “return to normal” against
navigating the morale issues presented by such a mandate.
There are also the potential legal pitfalls that come with
accommodation requests based on religious and disabilityrelated objections to consider.

Whether any of these bills will be passed into law remains to
be seen. If they are, the federal government’s ability to counter
such laws is limited by the Commerce Clause, which places
restrictions on the federal government’s ability to regulate
non-economic activity in the states.

Employers must likewise consider potential claims from
employees that they can refuse to take the vaccine by
exercising whistleblower rights under the Occupational Safety
and Health Act, or under the right to engage in protected
concerted activity under the National Labor Relations Act.

Therefore, employers must remain aware of the potential
for this type of legislation to be passed in a state in which
their employees either live or work (as a state law in either
jurisdiction could apply). This state legislative activity is one
more consideration for employers when confronting the
question of whether to mandate Covid-19 vaccines in the
workplace or simply encourage them.

Or—in the event they are discharged for not getting the
vaccine—they may allege wrongful discharge in violation of
public policy.
This balancing act will have different outcomes for different
employers, from health care to hospitality to typical office
environments. And the landscape against which employers must
engaged in this balancing act will likely continue to change.
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Consent to Treatment for Telehealth-Based
Services (Annotated)
By Amy F. Lerman,
Epstein Becker Green
Editor’s Note: This sample Consent to Treatment for TelehealthBased Services form is designed for use by telehealth service
providers to ensure that patients provide informed consent for
treatment via telehealth technology. While all medical treatment
entails some degree of risk, the various technological components
and the lack of in-person contact inherent in telehealth creates
additional potential for risks to occur. Patients need to understand
these potential risks so that they can make informed decisions about
receiving care via telehealth technology. Providers who disclose
all of the potential material risks related to such treatment, and
properly and completely document the informed consent process,
put themselves in a stronger position to defend against any potential
claims of negligence and/or inadequate informed consent.

[INSERT FIELDS FOR PATIENT-SPECIFIC INFORMATION]
I. Introduction: Telehealth (or Telemedicine, often these terms
are used interchangeably) involves the real-time evaluation,
diagnosis, consultation, and treatment of a health condition
using advanced telecommunication technology, which often
includes the use of interactive audio, video, or other electronic
media. The use of telehealth technology allows the [INSERT
NAME OF TELEHEALTH PROVIDER] provider to see and
communicate with you, the patient, in real-time from a remote
or distant location.
Comment: This introductory paragraph describing the telehealth
process is important because many patients may be unfamiliar with
how telehealth technologies work and how they may change the
nature of more traditional physician-patient interactions.

II. Consent for Telehealth-Based Treatment: I, [INSERT
PATIENT NAME], voluntarily request and consent to [INSERT
NAME OF TELEHEALTH PROVIDER] physician(s) and/or nonphysician practitioners (“[INSERT NAME OF TELEHEALTH
PROVIDER] Providers”), and any associates, technical
assistants, and/or other professionals as such [INSERT NAME
OF TELEHEALTH PROVIDER] Providers may deem necessary
(“[INSERT NAME OF TELEHEALTH PROVIDER] Telehealth
Providers”), participating in my medical care by utilizing
telehealth services.
I understand that [INSERT NAME OF TELEHEALTH PROVIDER]
Telehealth Providers: (a) may conduct their practice in a
different location than the one where I may be physically
present for such medical care; (b) may not have the
opportunity to perform an in-person physical examination of
me at the time my telehealth services are provided; and (c)
may rely on information provided by me before and during
our telehealth services encounter.
I understand that the [INSERT NAME OF TELEHEALTH
PROVIDER] Telehealth Providers’ advice, recommendations,
and/or decisions may be based on factors not within their

control, such as incomplete or inaccurate data provided by
me or distortions of diagnostic images or specimen that
may result from electronic transmission issues. I understand
that I must provide information about my medical history,
condition(s), and current or previous medical care that is
complete and accurate to the best of my knowledge and
ability. I also understand that in the event the telehealth
services are interrupted due to a technology problem or an
equipment failure, alternative means of communication may
be implemented and/or an in-person medical evaluation with
my health care provider may be necessary.
Comment: In addition to explaining the potential risks associated with
a technological failure that could occur during a telehealth encounter,
if a health care provider plans to use remote monitoring devices as an
element of the encounter, the consent form should explain that third
parties may have the ability to hack the device and to track the activity
and health information of the patient over time. The consent form also
should describe the security measures that the provider has put in
place to prevent this type of unauthorized access.

I understand that the level of care provided by [INSERT NAME
OF TELEHEALTH PROVIDER] Telehealth Providers is to be
the same level of care that is available to me through an inperson medical visit; provided, however, if [INSERT NAME
OF TELEHEALTH PROVIDER] Telehealth Providers determine
that the provision of telehealth services will not adequately
address my medical needs, the treating [INSERT NAME OF
TELEHEALTH PROVIDER] Telehealth Provider(s) may require
me to schedule and attend an in-person medical examination
with my health care provider.
I understand that if, after a telehealth services session, I
experience any urgent medical symptoms or conditions, I will
alert my treating physician or, in the case of an emergency, I
will dial 911 or go directly to the nearest emergency room.
I understand that after any telehealth services session, the
[INSERT NAME OF TELEHEALTH PROVIDER] Telehealth
Provider(s) must give me guidance regarding any
appropriate follow-up care and, if required by law, must
share information regarding my telehealth services session
with my primary care physician. I hereby authorize [INSERT
NAME OF TELEHEALTH PROVIDER] and my [INSERT NAME
OF TELEHEALTH PROVIDER] Telehealth Provider(s) to share
such information, which may include but is not limited
to copies of my medical records, a report containing an
explanation of the telehealth services provided to me, and/
or any evaluation, analysis, or diagnosis of my medical
condition made by the [INSERT NAME OF TELEHEALTH
PROVIDER] Telehealth Provider(s). I understand that [INSERT
NAME OF TELEHEALTH PROVIDER] and/or my [INSERT
NAME OF TELEHEALTH PROVIDER] Provider(s) will share this
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information with my primary care physician within [XX] hours
after the provision of any telehealth services.
Comment: Some states require telehealth providers to share this
information with primary care providers, and some states even
specify a certain timeframe (e.g., 72 hours) during which the
information must be shared. For an overview of state telehealth
requirements, see the Practice of Telehealth Chart Builder.

I acknowledge that I have been given a copy of [INSERT NAME
OF TELEHEALTH PROVIDER]’s privacy policy. I understand
that I am encouraged to review this policy prior to any
consultation, evaluation, and/or treatment by [INSERT NAME
OF TELEHEALTH PROVIDER] Telehealth Provider(s).
I acknowledge that [INSERT NAME OF TELEHEALTH
PROVIDER] has provided me with notice of how I may file a
complaint with the [INSERT STATE] Medical Board relating to
the provision of any telehealth services.

I have been given an opportunity to ask questions about the
telehealth services to be provided to me, including any relevant
risks and hazards involved with the provision of such services.
Based on the above, I believe that I have sufficient information
to give this informed consent for the provision of telehealth
services by [INSERT NAME OF TELEHEALTH PROVIDER]
Telehealth Providers.
Comment: Patient comprehension should be an overarching priority
for those crafting consent forms. Research has shown that informed
consent forms with more “readability elements” can result in improved
patient understanding. Examples of “readability elements” include text
written at an eighth-grade reading level, large text size, wide margins,
and brevity.

[[INSERT SIGNATURE LINES]]
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Privacy, Security, and Confidentiality of Health
Information (Annotated)
Editor’s Note: Complying with laws and regulations governing the
privacy, security, and confidentiality of patient health information is
a significant and growing challenge for healthcare organizations.
The individuals responsible for designing and implementing an
organization’s privacy and security program will need to have, at a
minimum, a working knowledge of: (1) the organization’s business
operations, (2) how patient health information is stored, accessed and
used, (3) information technology systems, (4) the risks the organization
faces with respect to its patient health information and the other data
the organization collects, and (5) the laws and regulations that are
applicable to the healthcare industry.

The purpose of this policy is to provide an outline for the
development of a privacy and security program. However, this
policy is not a substitute for the individual and unique privacy
and security policies and procedures healthcare organizations
are required to establish pursuant to the administrative
simplification provisions of the Health Insurance Portability
and Accountability Act of 1966 (HIPAA) and other applicable
federal and state laws and regulations.

Policy
In addition to appropriately maintaining appropriate patient
information, the Company should ensure that the following
types of documents are properly maintained in accordance
with this policy:
• all records and documentation (e.g., billing and claims
documentation) required for participation in government
and private payor health care programs, and
• all records necessary to demonstrate the integrity of
the Company’s compliance process and to confirm the
effectiveness of the compliance program.
Among the materials useful in documenting the compliance
with this policy are:
• certifications relating to training and other compliance
initiatives,
• copies of compliance training materials, and any
corresponding reports of investigation outcomes,

Background
Federal and state laws govern the privacy, security, and
confidentiality of patient health information that the Company
may possess, control, or access in the normal course of
business. The Company is committed to complying with these
laws to ensure that patient health information remains private,
secure, and confidential. In addition to the policy below, the
Company is required to implement a HIPAA Privacy and Security
Plan, and to appoint a HIPAA Officer to administer this plan.
Comment: In identifying the laws and regulations applicable to an
organization, the organization will need to consider the types of
information it collects, the jurisdictions in which it operates and stores
data, and how it accesses, uses or discloses patient health information.

Almost all healthcare organizations must comply with the
Health Insurance Portability and Accountability Act of 1996
(HIPAA) and all pertinent HIPAA regulations issued by the
U.S. Department of Health and Human Services. See 42
U.S.C. §§ 1320d – 1320d-9; 45 C.F.R. Parts 160 and 164. The
requirements in HIPAA and its implementing regulations
preempt any contrary provisions in state law unless the state
law is considered more stringent than the HIPAA requirements.
Currently 48 states and the District of Columbia have enacted
their own laws and regulations governing the privacy, security
and confidentiality of health information, and there is a
growing trend of states enacting laws and regulations that are
more stringent than the HIPAA requirements.

• internal audit results,
• disciplinary actions, and
• any violations uncovered by the compliance program and
the resulting remedial action.
In addition, the Company should keep all relevant
correspondence with carriers, private payer insurers, and the
Centers for Medicare and Medicaid Services (CMS).
Comment: State laws generally govern how long medical records
are to be maintained. However, healthcare organizations will also
need to consider federal laws and regulations when developing
retention policies. For example, as a condition of Medicare
participation, CMS requires hospitals to retain medical records “in
their original or legally reproduced form” for a period of at least
five years. See 42 C.F.R. § 482.24(b)(1).

While HIPAA does not include a specific medical record
retention requirements, its implementing regulations do
require covered entities to apply “appropriate administrative,
technical, and physical safeguards to protect the privacy
of protected health information” for whatever period such
information is maintained by a covered entity. See 45 C.F.R. §
164.530(c). Covered entities are also required to retain copies
of policies and procedures implemented to comply with
HIPAA for six years from the date of their creation or the date
when they were last was in effect, whichever is later. See 45
C.F.R. § 164.316(b)(2)(i).
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Storage, Retention and Destruction
All patient records and information will be stored in a location
that will provide convenient and quick access and which will
best protect the records from decay and exposure to natural
elements. Patient records and related information shall be
retained by the Company in accordance with applicable law
and guidelines. The Compliance Officer should consult with
the Company’s malpractice insurance carrier at least annually
regarding the appropriate record retention period. After the
retention period has expired, the Compliance Officer must
grant his or her written approval prior to the destruction of
any patient records or information, and such destruction
shall comply with all Company policies and procedures and
applicable federal and state laws, rules and regulations and
requirements of third party payors.
Comment: The U.S. Department of Health and Human Services Office
for Civil Rights (OCR) has developed a series of FAQs addressing the
disposal of protected health information. See U.S. Dep’t of Health &
Human Services, Disposal of Protected Health Information. For purposes
of the HIPAA Breach Notification Rule (45 C.F.R. §§ 164.400-414),
protected health information will be rendered unusable, unreadable or
indecipherable to unauthorized individuals if it has been destroyed in
one of the two following ways: (1) shredding or destroying paper, film,
or other hard copy media such that the information cannot be read
or otherwise reconstructed; and (2) clearing, purging, or destroying
electronic media consistent with NIST Special Publication 800-88, such
that the information cannot be retrieved. See Nat’l Inst. for Standards
& Tech., Special Publication 800-88, Guidelines for Media Sanitization
(Sept. 2006). Redaction is specifically excluded as a means of data
destruction for hard copy media.

Confidentiality
Patient information and medical records should be secured
against loss, destruction, unauthorized access, unauthorized
reproduction, corruption, or damage. Additionally, employees
must maintain the confidentiality of patient information
in compliance with all applicable laws and regulations. To
accomplish that, employees shall refrain from revealing any
personal or confidential information concerning patients
unless supported by legitimate patient care purposes,
authorized by the patient or otherwise required by law.
Any request for a patient’s medical records, financial or billing
information must be accompanied by a release signed by the
patient authorizing release of the records to the person who
is requesting the records. When an attorney (other than the
attorney for the Company) requests records on behalf of a
patient, the Company may require the attorney to provide a
reason for the request.
Prior to releasing records, an employee should consult the
Compliance Officer, who will seek advice from Company’s legal
counsel when necessary, depending on the circumstances.
If questions arise about the obligation to maintain the
confidentiality of information or the appropriateness of
releasing information, employees should seek guidance from
the Compliance Officer or the HIPAA Officer.

Health Insurance Portability and
Accountability Act (“HIPAA”)
1. HIPAA Privacy Requirements
Employees are required to comply and adhere to the
requirements of HIPAA and its implementing regulations.
HIPAA strictly prohibits health plans, health care
clearinghouses and healthcare providers (i.e., covered entities)
from wrongfully disclosing individually identifiable health
information if such protected information is transmitted in
electronic form. The regulations expand the general disclosure
prohibition to include health information in any form either
electronic, written, or oral communications.
The Company intends to comply with all of the requirements of
HIPAA law and regulations, including the regulatory standards.
In this regard, all employees are required to review and be
familiar with the Company’s HIPAA Privacy and Security Plan. Any
questions regarding privacy of protected health information or
security should be directed to the Company’s HIPAA Officer.
Before an employee, releases any individually identifiable
health information or data governed by HIPAA, the employee
shall obtain approval of the Compliance Officer (or the
HIPAA Officer) when necessary to ensure that the proposed
disclosure complies with HIPAA requirements. This policy is
applicable to, but is not limited to:
• non-routine disclosures of individually identifiable health
information (including, but not limited to, disclosures to
employers, life insurance companies, mortgage lenders,
drug or medical device manufacturers, etc.);
• patient inquiries regarding their ability to access, review,
restrict or amend their medical records; and
• upon a patient’s request, the Company’s compilation and
preparation of a summary of all of the disclosures involving
the patient’s medical records and individually identifiable
health information.
If an employee, receives a third-party subpoena requesting
“protected health information” (PHI), as defined by HIPAA, the
employee shall immediately notify the Compliance Officer
(or the HIPAA Officer). Under no circumstances shall PHI be
released, pursuant to subpoena, unless such subpoena is
accompanied by a signed HIPAA protective order.
With few exceptions, such as psychotherapy notes or
information compiled for a legal proceeding, patients have
the right to access, review, and restrict their own protected
health information.
Comment: HIPAA regulations specifically address the mechanics
of a request for access, the form in which a request for access
may be made, and any applicable fees relating to accessing
the information. See Access of Individuals to Protected Health
Information, 45 C.F.R. § 164.524(c).
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Subject to certain requirements and restrictions, patients also
have the right to have the Company amend protected health
information about themselves. However, a patient’s right to his
or her medical record is not absolute, and the Company may
deny amendment for a legitimate reason and under certain
circumstances, as long as there is a procedure available to
request review of the denial.

When implementing the specification is not reasonable and
appropriate, the Compliance Officer and HIPAA Officer will:

2. HIPAA Security

3. HIPAA Breach Notification

The Company will abide by the HIPAA Security Rule (45
C.F.R. §§ 164.302 – 318), which generally requires providers to
safeguard all electronic protected health information (ePHI) by:

HIPAA regulations also require covered entities, such as the
Company, to notify each individual whose unsecured PHI
has been, or is reasonably believed to have been, accessed,
acquired, used, or disclosed following a breach of that
unsecured PHI. A “breach” is defined as the unauthorized
acquisition, access, use or disclosure of PHI which
compromises the security or privacy of such information.
Examples of impermissible uses or disclosures of PHI include
the theft of a laptop containing PHI or the unauthorized
downloading or transfer of PHI by employees.

• ensuring the confidentiality, integrity, and availability of all
ePHI the provider creates, receives, maintains, or transmits;
• protecting against any reasonably anticipated threats or
hazards to the security or integrity of such information;
• protecting against any reasonably anticipated use or
disclosures of such information that are not permitted
under the Security Rule; and
• ensuring compliance with the Security Rule by its workforce.
Comment: The safeguards must be consistent with safeguards set
forth in other state and federal regulations to which the business is
subject, including state data breach notification laws and HIPAA. For
example, the State of Massachusetts has adopted a compressive
data security law requiring any natural person or entity that owns
or licenses the personal information of a Massachusetts resident
to implement a written information security program that includes
appropriate administrative, technical and physical safeguards. See
Standards for the Protection of Personal Information of the Residents
of the Commonwealth, 201 Mass. Code Regs. 17.00.

The Security Rule includes two types of specifications: those
that are “required” and those that are “addressable.” (45
C.F.R. § 164.306(d)(1)) All required specifications must be
implemented by the Company. However, the Department of
Health and Human Services allows covered entities to look at
addressable specifications and determine whether each one is
workable and makes sense for their particular setting.
Therefore, for every addressable specification in the Security
Rule, the Compliance Officer and HIPAA Officer will decide
whether the specification is a reasonable and appropriate
security measure to apply within the Company’s particular
security framework, taking into account the following factors:

• document why it would not be reasonable and
appropriate; and
• implement an equivalent alternative measure, if reasonable
and appropriate.

“Unsecured” PHI is defined as PHI that is not secured
through the use of a technology or methodology required
in HHS guidance to render PHI “unusable, unreadable or
indecipherable to unauthorized individuals.”
Comment: HHS issued guidance in 2009, identifying two methods
for securing PHI: encryption and destruction. See 74 Fed. Reg. 42,740,
42,742 (Aug. 24, 2009). The guidance was reaffirmed by a regulation
issued by HHS in 2013. See 78 Fed. Reg. 5566, 5646-47 (Jan. 25, 2013)
(codified at 45 C.F.R. § 164.402 (definition of Unsecured Protected
Health Information)), Covered entities that take the steps specified
in HHS guidance to secure PHI will not be required to provide the
notifications required by the breach notification regulations in the
event of a breach.

If you believe that a breach of unsecured PHI has occurred,
contact your supervisor, the Compliance Officer, or the
HIPAA Officer.
Comment: The HIPAA Breach Notification Rule requires covered
entities to provide individual notices without unreasonable delay and
in no case later than 60 days following the discovery of a breach. See
45 C.F.R. § 164.404. Several states have adopted quicker reporting
timelines. For example, California requires notification to affected
individuals no later than 15 days after any unlawful or unauthorized
access, use or disclose of medical information is detected by a health
facility. See Cal. Health & Safety Code § 1280.15.

• the size, complexity, and capabilities of the Company;
• the technical infrastructure, hardware, and software security
measures;
• the cost of the security measures; and
• the probability and criticality of potential risks to ePHI.
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Medicare Payments for Hospitals - Payment During a
Health Emergency (Portfolio Excerpt)
(Excerpted from HLBS 1300 Payments for Hospital Services Under Medicare Parts A and B, by John Hellow, Partner, Hooper, Lundy
& Bookman, P.C., Los Angeles, Calif. And Felicia Sze, Managing Partner, Athene Law, LP, San Francisco, Calif.)
In 2020, as a response to the novel coronavirus pandemic,
Congress passed a number of laws expanding Medicare
coverage during a national health emergency and to
specifically address treatment for the virus and its associated
disease: Covid-19. Additionally, the CMS has promulgated an
interim final rule providing payment guidance.1
The Families First Coronavirus Response Act,2 signed into law
on March 18, 2020, but retroactive in part to February 4, 2020,
expanded coverage for coronavirus testing and testing-related
services under Medicare. Specifically, the law eliminated costsharing requirements for coronavirus tests that are ordered by
doctors or health care providers.3
The Families First Act also waived beneficiary cost-sharing
under Medicare for testing-related services starting on March
18, 2020 and for the duration of the public health emergency
period. Testing-related services covered by the law include
medical visits that:
• are under certain Healthcare Common Procedure Coding
System evaluation and management service codes;
• is furnished during any portion of the emergency period
beginning on or after March 18, 2020;
• results in an order for or administration of a clinical
diagnostic laboratory test for Covid-19; and
• relates to the furnishing or administration of a Covid-19 test
or to the evaluation of an individual in order to determine
whether such test is needed.4
Testing and testing-related services can also include office
and other outpatient services; hospital observation services;
emergency department services; nursing facility services;
domiciliary, rest home, or custodial care services; home
services; and online digital evaluation and management
services.5 The law requires Medicare to reimburse providers
at 100% of the payment amount allowed for those services
under the applicable “specified outpatient payment provision”
(i.e. the hospital outpatient prospective payment system;
the physician fee schedule; the prospective payment system

for payment for federally qualified health center services;
outpatient critical access hospital services; and rural health
clinic services).
The much larger Coronavirus Aid, Relief, and Economic
Security Act (CARES Act)6 was passed on March 27, 2020
and included provisions increasing Medicare payments to
hospitals during the public health emergency period and
requiring coverage for an eventual vaccine.
The law increased payments by increasing by 20% the
weighting factor that applies to the diagnosis-related groups
to which patients diagnosed with Covid-19 are assigned.
Discharged Covid-19 patients are identified using diagnosis
codes, condition codes, or other like means.7 The law also
required that any vaccine administration under Medicare Part
B be covered without any cost-sharing for patients beginning
on the date that the vaccine is licensed under Section 351
of the Public Health Service Act. This requirement applied
to both traditional Medicare and Medicare Part C (Medicare
Advantage) plans.8
The CARES Act also waived some of the transfer requirements
and payment restrictions for Long Term Care Hospitals and
Inpatient Rehabilitation Centers as a way to free up hospitals’
resources to combat the expected influx of patients as
Covid-19 cases began to spike across the country.9
The CARES Act, along with another law passed by Congress
in response to the pandemic, the Telehealth Services During
Certain Emergency Periods Act of 2020, passed as part of
the Coronavirus Preparedness and Response Supplemental
Appropriations Act, 2020 on March 6, 2020, also increased
Medicare coverage and payments for telehealth services.10

185 Fed. Reg. 19,230 (Apr. 6, 2020) (amending various sections of Title 42 of the Code of Federal Regulations, see e.g. 42 C.F.R. §§ 400, 405, 409, etc.)
2Pub. L. No. 116-127.
326 Pub. L. No. 116-127 § 6002(a)(1).
4Pub. L. No. 116-127 § 6002(a)(3).
5Pub. L. No. 116-127 § 6002(a)(3).
6Pub. L. No. 116-136.
7Pub. L. No. 116-136 § 3710.
8Pub. L. No. 116-136 § 3710.
9Pub. L. No. 116-136 § 3711.
10For more information on coverage of telehealth services, see Navigating the Telehealth Landscape: Legal and Regulatory Issues, 1050 Health L. & Bus. Portfolio
Series § 03.B.
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Anti-Kickback Safe Harbors (Portfolio Excerpt)
(Excerpted from HLBS 1500 Federal Anti-Kickback Law, by Precious M. Gittens, Fresenius Medical Care North America, and Joseph
LaMagna, Partner, Hooper, Lundy & Bookman, P.C., San Diego, Calif.)

Value-Based Arrangements
The following three safe harbors protect exchanges between
or among participants in a value-based arrangement, to foster
better coordinated and managed patient care.1
Although the safe harbors differ in level of financial risk
assumed by the eligible parties, they share a commonality
when it comes to which entities are ineligible for protection.
Ineligible entities include:
(i)

pharmaceutical manufacturers, wholesalers, and
distributors;

to the coordination and management of care for the target
patient population. Further, protected arrangements cannot:
• induce VBE participants to furnish medically unnecessary
care or reduce medically necessary care;
• limit medical decision-making or patient freedom of
choice; or
• take into account the volume or value of business outside
of the value-based arrangement.
All recipients must pay 15 percent of the offeror’s cost or 15
percent of the fair market value of the remuneration.

(ii) PBMs;
(iii) laboratory companies;
(iv) pharmacies that primarily compound drugs or primarily
dispense compounded drugs;
(v) manufacturers of devices or medical supplies;
(vi) entities or individuals that manufacture, sell, or rent
DMEPOS (other than a pharmacy or a physician, provider,
or other entity that primarily furnishes services, all of
whom remain eligible); and

(2) Monitoring and assessment
The VBE, a VBE participant in the value-based arrangement
acting on the VBE’s behalf, or the VBE’s accountable body
or responsible person reasonably must monitor and assess
the following no less frequently than annually or at least
once during the term of the value-based arrangement for
arrangements with terms of less than one year:
(i)

the coordination and management of care for the target
patient population in the value-based arrangement;

(vii) medical device distributors or wholesalers that are not
otherwise manufacturers of devices or medical supplies.2

(ii) any deficiencies in the delivery of quality care under the
value-based arrangement; and

a. Care coordination arrangements

(iii) progress toward achieving the legitimate outcome or
process measure(s) in the value-based arrangement.4

(1) General requirements
The first value-based arrangements safe harbor, the care
coordination arrangements safe harbor, was developed to
facilitate value-based care and improved care coordination for
patients by providers and others that may be assuming little
or no substantial downside financial risk. It protects in-kind
remuneration exchanged between a VBE and qualifying VBE
participant or between qualifying VBE participants pursuant to
a value-based arrangement that satisfies certain requirements.
The terms of the value-based arrangement must be put into
writing and signed by both parties prior to, or simultaneously
with the commencement of the arrangement.3
Protected remuneration must predominantly be used to
engage in value-based activities that are directly connected

If the VBE’s accountable body or responsible person
determines, based on the monitoring and assessment, that the
value-based arrangement has resulted in material deficiencies
in quality of care or is unlikely to further the coordination and
management of care for the target patient population, the
parties must within 60 days either terminate the arrangement
or develop and implement a corrective action plan to remedy
the deficiencies within 120 days.5

b. Value-based arrangements with substantial
downside financial risk
The second value-based arrangements safe harbor protects
both monetary and in-kind remuneration exchanged between

1 These safe harbors were created by a final rule published Dec. 2, 2020. See 85 Fed. Reg. 77,684 § III.B.1. (effective Jan. 19, 2021).
2 The care coordination arrangements safe harbor includes a separate pathway, with specific conditions, that protects digital technology arrangements (as defined
at paragraph §1001.952(ee)(14)) involving manufacturers of devices or medical supplies and DMEPOS. 42 C.F.R. § 1001.952(ee)(13); 85 Fed. Reg. 77,684 § III.B.1.
(Dec. 2, 2020, effective Jan. 19, 2021).
3 A final rule published Dec. 2, 2020 added this safe harbor. See 85 Fed. Reg. 77,684 § III.B.3. (effective Jan. 19, 2021); 42 C.F.R. § 1001.952(ee).
4 85 Fed. Reg. 77,684 (§ III.B.3.k.) (Dec. 2, 2020, effective Jan. 19, 2021); 42 C.F.R. § 1001.952(ee)(9).
5 85 Fed. Reg. 77,684 (§ III.B.3.k.) (Dec. 2, 2020, effective Jan. 19, 2021); 42 C.F.R. § 1001.952(ee)(10).
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a VBE, that assumes substantial downside financial risk,6 and
a payor under one of three methodologies . A qualifying
VBE participant must meaningfully share the financial risk.
The terms of the value-based arrangement must be put into
writing and signed by both parties prior to, or simultaneously
with the commencement of the arrangement.7
Protected remuneration must predominantly be used to
engage in value-based activities that are directly connected to
the items and services for which the VBE has assumed (or has
entered into a written contract or value-based arrangement
to assume within the next six months) substantial downside
financial risk.
In line with the other two value-based arrangement safe
harbors, protected arrangements cannot:
• take into account the volume or value of, or condition the
remuneration on, referrals of patients outside of the target
patient population or business not covered under the
value-based arrangement;
• limit the VBE participant’s ability to make decisions in the
best interests of its patients; or
• induce the VBE or VBE participants to reduce or limit
medically necessary items or services furnished to any patient.

c. Value-based arrangements with full financial risk
The third value-based arrangements safe harbor protects
both monetary and in-kind remuneration exchanged between
a VBE and a VBE participant pursuant to a value-based
arrangement where the VBE has assumed, or is contractually
obligated to assume full financial risk8 for a term of at least
one-year.9
Protected remuneration must predominantly be used to
engage in one or more of the VBE’s value-based purposes.
In line with the other two value-based arrangement safe
harbors, protected arrangements cannot:

Patient Engagement and Support
The patient engagement and support safe harbor, 42 C.F.R.
§ 1001.952(hh), protects patient engagement tools and
supports—in-kind items, goods, and services564— furnished
directly by VBE participants to patients in a target patient
population of a value-based arrangement to which the VBE
participant is a party.10 Patient engagement tools or support
cannot be funded or contributed by a VBE participant that is
not a party to the applicable value-based arrangement or by
an entity listed at §1001.952(hh)(1)(i) through (viii).11
The aggregate retail value of patient engagement tools and
supports furnished to a patient by a VBE participant on an
annual basis cannot exceed $500.
Any protected tool or support must have a “direct connection”
to the coordination and management of care of the
target patient population and must not result in medically
unnecessary or inappropriate items or services reimbursed in
whole or in part by a Federal health care program.
The tools and supports must advance one or more of the
following goals:
• Adherence to a treatment regimen determined by the
patient’s licensed health care professional.
• Adherence to a drug regimen determined by the patient’s
licensed health care professional.
• Adherence to a follow-up care plan established by the
patient’s licensed health care professional.
• Prevention or management of a disease or condition as
directed by the patient’s licensed health care professional.
• Ensure patient safety.
The following entities are not eligible for protection under this
safe harbor:
(i)

• take into account the volume or value of, or condition the
remuneration on, referrals of patients outside of the target
patient population or business not covered under the
value-based arrangement;
• limit the VBE participant’s ability to make decisions in the
best interests of its patients; or
• induce the VBE or VBE participants to reduce or limit
medically necessary items or services furnished to any patient.

pharmaceutical manufacturers, wholesalers, and
distributors;

(ii) PBMs;
(iii) laboratory companies;
(iv) pharmacies that primarily compound drugs or primarily
dispense compounded drugs;
(v) manufacturers of devices or medical supplies (except with
respect to digital health technology, as described below);

6 A VBE can assume risk from the payor through an arrangement that meets the definition of “value-based arrangement,” or a VBE can assume risk from a payor
through a written contract that places the VBE at substantial downside financial risk.
7 A final rule published Dec. 2, 2020 added this safe harbor. See 85 Fed. Reg. 77,684 § III.B.4. (effective Jan. 19, 2021); 42 C.F.R. § 1001.952(ff).
8 A final rule published Dec. 2, 2020 added this safe harbor. See 85 Fed. Reg. 77,684 § III.B.5. (effective Jan. 19, 2021); 42 C.F.R. § 1001.952(gg)(2).
9 The value-based arrangement must be set forth in writing, signed by the parties, and specify all material terms, including the value-based activities and the term.
85 Fed. Reg. 77,684 § III.B.5.f. (Dec. 2, 2020, effective Jan. 19, 2021); 42 C.F.R. § 1001.952(gg).
10 A final rule published Dec. 2, 2020 added this safe harbor. See 85 Fed. Reg. 77,684 § III.B.6. (effective Jan. 19, 2021); 42 C.F.R. § 1001.952(gg)(2).
11 Safe harbor protection extended to a VBE participant that provides patient engagement tools or supports through a third party that qualifies as an “eligible
agent,” as defined in §1001.952(hh)(9). Arrangements under this safe harbor are also protected under the Beneficiary Inducements CMP. 42 C.F.R § 1003.110(10);
85 Fed. Reg. 77,684 § III.B.6.d. (Dec. 2, 2020, effective Jan. 19, 2021).
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(vi) entities or individuals that sell or rent DMEPOS (other than
a pharmacy, a medical device or supply manufacturer that
also sells or rents DMEPOS, or a physician, provider, or
other entity that primarily furnishes services, all of whom
remain eligible);
(vii) medical device distributors or wholesalers that are not
otherwise manufacturers of devices or medical supplies;
and
(viii) medical device manufacturers, distributors, or wholesalers
with ownership or investment interests held by physicians.

CMS-Sponsored Models
a. General requirements
The safe harbor created at 42 CFR § 1001.952(ii) protects
certain financial arrangements and patient incentives related
to the Medicare Shared Savings Program under section 1899
of the Act and models established and tested by CMS under
section 1115A of the Act. The CMS-sponsored model patient
incentive must have a direct connection to the patient’s health
care, unless the participation documentation specifies a
different standard.12

Cybersecurity Technology and Services
42 CFR § 1001.952(jj) created a safe harbor to address the
growing threat of cyberattacks impacting the health care
ecosystem and protect nonmonetary donations of certain
cybersecurity technology and related services necessary and
used predominantly to implement, maintain, or reestablish
effective cybersecurity.568
This safe harbor will not protect the following donations:
• donations where donors directly take into account the volume
or value of referrals or other business generated between
the parties when determining the eligibility of a potential
recipient for the technology or services, or the amount or
nature of the technology or services to be donated;
• donations where donors condition donations of technology
or services, or the amount or nature of the technology or
services to be donated, on future referrals; and
• donations where the recipient or the recipient’s practice
(or any affiliated individual or entity) makes the receipt
of technology or services, or the amount or nature of the
technology or services, a condition of doing business with
the donor.

b. Duration of protection
(1) For a CMS-sponsored model governed by participation
documentation other than the legal instrument setting
forth the terms and conditions of a grant or a cooperative
agreement, the exchange of remuneration between CMSsponsored model parties that occurs on or after the first day
on which services under the CMS-sponsored model begin and
no later than 6 months after the final payment determination
made by CMS under the model.
(2) For a CMS-sponsored model governed by the legal
instrument setting forth the terms and conditions of a grant
or cooperative agreement, the exchange of remuneration
between CMS-sponsored model parties that occurs on or after
the first day of the period of performance (as defined at 45
CFR § 75.2) or such other date specified in the participation
documentation and no later than 6 months after closeout
occurs pursuant to 45 CFR § 75.381.
(3) For a CMS-sponsored model patient incentive, an incentive
given on or after the first day on which patient care services
may be furnished under the CMS-sponsored model as
specified by CMS in the participation documentation and no
later than the last day on which patient care services may be
furnished under the CMS-sponsored model, unless a different
timeframe is established in the participation documentation. A
patient may retain any incentives furnished in compliance with
paragraph (ii)(2) of this section.

12		A final rule published Dec. 2, 2020 added this safe harbor. See 85 Fed. Reg. 77,684 § III.B.7. (effective Jan. 19, 2021).
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Vaccination Exemptions
(from Chapter 8 of the Vaccine, Vaccination, and Immunization Law treatise on Bloomberg Law, by Brian Dean Abramson,
Esq., LL.M., and Renée J. Gentry, professorial lecturer in law and co-director of the Vaccine Injury Litigation Clinic, The George
Washington University Law School)
Due to the ongoing Coronavirus pandemic and the
concentration on the development and administration of a
vaccine to combat it, vaccination has come to the forefront
of many people’s minds more than ever before. This has
included related discussions of workplace safety and cleaning
protocols, whether employers can mandate vaccination
and, conversely, whether employees can refuse it, as well
as slightly differing state laws on vaccination requirements.
What happens if employers mandate vaccinations for all
employees? Might some be exempt?

Medical Exemptions: Who May Certify?
All states require that the need for a medical exemption be
determined by some kind of medical professional, but they
vary in certain details. Most often, the statutes specify that
documentation be provided by a licensed physician. Some
allow other kinds of medical professionals or provide broadly
inclusive language. For example, Alabama law allows for
certification “by a competent medical authority.”1 Most states
require that certification can be provided only by a physician
licensed to practice medicine in that state.

Religious Exemptions
Religious opposition to vaccination is actually a surprisingly
recent phenomenon. Notably, there is more than one basis
on which religions may claim to oppose vaccination. In some
instances, vaccination is asserted to specifically be against
the religion of a claimant, while others may merely deem
vaccination unnecessary based on a belief that a higher power
can be invoked and should be trusted to provide the same
protection against infection. Board of Education of Mountain
Lakes v. Maas2 is but one case involving an effort to resist a
vaccination mandate in New Jersey.
In the 1998 Florida case of Department of Health v. Curry, a
parent sought to compel a public school to exempt her child
from vaccination pursuant to a letter stating that the parent
had a religious objection. The Florida Court of Appeals upheld
the lower court’s order that the exemption be granted, noting
that the plain language of the statute required no more than
the statement provided by the parent and that the court would
not examine the sincerity of a claimed religious belief.
3

In the 2015 case of Phillips v. City of New York,4 the United
States Court of Appeals for the Second Circuit upheld several
challenged aspects of the vaccination laws of the state,
including the disparate treatment of persons claiming to be of
the same faith, where one was deemed to have outlined basis
for objecting to vaccination that was not religious in nature.

Philosophical Exemptions
A minority of states permit parents to avoid vaccination of their
children (and adults to avoid vaccination for themselves where
otherwise mandated) based on philosophical objections.
In June 2020, the Colorado legislature passed a bill which
would require parents seeking a nonmedical exemption to
have a medical professional execute a form signifying the fact,
or to complete an online vaccine education module.5

Exclusion of Exempted Persons from School
During an Outbreak
Several states have express provisions requiring that
unvaccinated students be excluded from school during an
actual outbreak of a contagious disease, even where those
students have an exemption. In Phillips v. City of New York,6 the
United States Court of Appeals for the Second Circuit upheld
several challenged aspects of the vaccination laws of the state,
including the exclusion of religiously exempted students from
schools during the occurrence of an actual outbreak of disease.
The court in Phillips noted at the time that “New York goes
beyond what the Constitution requires by allowing exemption
for parents with genuine and sincere religious beliefs.”

Waivers and Exemptions for Immigrants
As with state laws, individuals seeking to immigrate to the
United States can be exempted from vaccination requirements
if they demonstrate a medical reason for not receiving them.
Applicants may also request a waiver based on religious or
moral convictions.7

1 ALA. ADMIN. CODE r. 16-30-3(2).
2 152 A.2d 394, 56 N.J. Super. 245 (N.J. Super. App. Div. 1959).
3 722 So. 2d 874 (Fla. App. 1998).
4 775 F.3d 538 (2d Cir. 2015), cert. denied, 136 S. Ct. 104 (2015).
5 S.B. 20-163, 2020 Leg., Reg. Sess. (Co. 2020).
6 775 F.3d 538 (2d Cir. 2015), cert. denied, 136 S. Ct. 104 (2015).
7 CDC, Technical Instructions for Panel Physicians and Civil Surgeons: Vaccination Technical Instructions for Panel Physicians, https://www.cdc.gov/
immigrantrefugeehealth/exams/ti/panel/vaccination-panel-technical-instructions.html (last updated Jan. 16, 2018).
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Checklist - Considerations for Employer-mandated
Covid-19 Vaccination Programs (Annotated)
Editor’s Note: As Covid-19 vaccines become widely available,
employers must consider how they will address employee vaccination.
This checklist includes factors for employers to consider before
requiring employees to receive a vaccine. For information about
policies encouraging employees to get vaccinated and/or offering
incentives and other issues related to those types of policies, see
Employer Vaccine Policy Considerations.

I. Employers should consider whether they can legally
adopt a mandatory vaccine policy and whether
adopting such a policy is right for their workforce.
• Generally, employers can require workers to be vaccinated.
Most states treat employment as an “at will” relationship,
meaning that employers can terminate employees for any
legal reason, including refusing to comply with a vaccine
mandate. See Employment at Will: State Rulings Chart.
• Employers that do impose vaccine mandates must comply
with applicable nondiscrimination laws and any collective
bargaining agreements that may apply.
Comment: The fact that business or an individual worker is deemed
“essential” under federal, state, or local laws does not excuse
employers from complying with other employment laws like Title VII
and the Americans with Disabilities Act.

The same rules that apply to universal vaccine mandates
also apply to more limited or focused mandates, like those
that require employees in certain job functions to get
vaccinated before returning to their worksite. See EEOC’s
What You Should Know About COVID-19 and the ADA, the
Rehabilitation Act, and Other EEO Laws.

II. Employers must consider how to respond to
employees who are unable to get the Covid-19
vaccine because of disability.
• Workers may be entitled to refuse a Covid-19 because
of their disability. The Americans with Disabilities Act
(ADA) and many state laws require employers to provide
accommodations for employees with disabilities unless
doing so would cause an undue hardship or create a
“direct threat.” An employee’s disability creates a direct
threat if, even with an accommodation, an employee’s
disability creates a significant risk of substantial harm to
the health or safety of the individual or others that cannot
be eliminated or reduced by reasonable accommodation.
See 29 C.F.R. §§ 1630.2(r), 1630.15 and State Chart Builder:
Disability Discrimination.

• Employers generally can require workers to provide
medical documentation to receive a reasonable
accommodation. However, some states limit how or when
employers can require such documentation. See State
Chart Builder: Reasonable Accommodations.
• While the EEOC determined at the start of the pandemic
that Covid-19 infection could establish a direct threat,
that determination does not supersede restrictions
against employer exclusion of disabled workers. Instead,
employers must perform individualized assessments and
engage in the interactive process with each employee. See
What You Should Know About COVID-19 and the ADA, the
Rehabilitation Act, and Other EEO Laws.
Comment: Work adjustments made before vaccines were available,
like remote work and enhanced personal protective equipment,
are likely to qualify as reasonable accommodations. Employers can
rely on CDC recommendations when deciding whether an effective
accommodation that would not pose an undue hardship
is available.

Employers can consult the Job Accommodation Network
(JAN) website as a resource for different types of
accommodations, www.askjan.org. JAN’s materials specific to
COVID-19 are at https://askjan.org/topics/COVID-19.cfm.
• If employers and workers are unable to eliminate the direct
threat through reasonable accommodation, employers can
exclude workers from the workplace.

III. Employers must consider how to handle religious
and moral objections to the vaccine.
• Employees can refuse to get a Covid-19 vaccine
based on deeply held religious or moral objections
to vaccinations; federal and some state laws prohibit
religious discrimination and require employers to provide
reasonable accommodations for employees’ religious
beliefs unless doing so would create an undue hardship.
See 42 U.S.C. § 2000e(j); 29 C.F.R.§ 1605.2; State Chart
Builder: Religious Discrimination.
Comment: “Religious belief” is defined broadly under Title VII and
encompasses beliefs within established, organized religions such as
Christianity, Judaism, Islam, Hinduism, Buddhism, and Sikhism, as well
as beliefs that are new, uncommon, not doctrine of a formal church,
only subscribed to by a small number of people, or that seem illogical
or unreasonable to others. “Religious belief” also includes non-theistic
moral or ethical beliefs as to what is right or wrong that are sincerely
held with the strength of traditional religious views. See 29 C.F.R. §
1605.1 (see Smart Code® for the latest cases); EEOC’s Questions and
Answers: Religious Discrimination in the Workplace.
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• Employers can exclude workers from the workplace if
accommodating their religious beliefs would create an
undue hardship. Federal law defines an undue hardship
as anything more than a de minimis burden on employers,
but several states have adopted more-specific or morestringent standards for employers to refuse a religious
accommodation request (Trans World Airlines, Inc. v.
Hardison, 432 U.S. 63, 14 FEP Cases 1697 (1977); BCite
Analysis; 29 C.F.R. § 1605.2 (see Smart Code® for the latest
cases); State Chart Builder: Religious Discrimination).
• Religious discrimination protections and accommodation
requirements can apply even if an employee or applicant
does not expressly request an accommodation—employers
cannot discriminate against applicants because they need
or might need accommodations. See EEOC v. Abercrombie
& Fitch Stores, Inc., 575 U.S. 768, 127 FEP Cases 157 (2015);
BCite Analysis.

IV. Employers should consider how and when
employees will be able to get a Covid-19 vaccine.
• Employers can require workers to get a Covid-19 vaccine
on their own or provide it directly to workers. For either
approach, employers must consider the availability of a
vaccine and the requirements of disability discrimination
laws before implementing any vaccine program.
• Employers that offer a vaccine to workers must comply with
the ADA. In general under the ADA, employers may only
administer medical examinations that are job-related and
consistent with medical necessity. See 42 U.S.C. 12112(d)(4)
(B); 29 C.F.R. 1630.14(d).
• The screening questions asked before vaccinations are
considered medical examinations under the ADA, and
therefore employers that require and administer vaccines
must ensure that the screening questions are job-related
and consistent with business necessity. To meet this
standard, an employer must have a reasonable belief,
based on objective evidence, that an employee who does
not answer the questions and, therefore, does not receive a
vaccination, will pose a direct threat to the health or safety
of themself or others. See 42 U.S.C. 12112(d)(4)(B); 29 C.F.R.
1630.14(d) (see Smart Code® for the latest cases); EEOC’s
What You Should Know About COVID-19 and the ADA, the
Rehabilitation Act, and Other EEO Laws.
• State laws can impose different or additional requirements
on medical examinations. See State Chart Builder: Medical
Exams and Tests.

• Employers can require workers to provide proof of
vaccination. Although disability-related inquires are
generally prohibited under the ADA, the EEOC released
guidance clarifying that requiring proof of vaccination is
not a medical inquiry and is permitted under the law. See
What You Should Know About COVID-19 and the ADA, the
Rehabilitation Act, and Other EEO Laws.
• Employers must keep all information obtained from
employees about their health or vaccination status
confidential. Any files or records of workers’ vaccination
status must be maintained separately from employee
personnel records. See 29 C.F.R. § 1630.14(c)(1); EEOC’s
Pandemic Preparedness in the Workplace and the
Americans With Disabilities Act.
Comment: Although the ADA does allow employers to share disability
and health information with managers in certain situations, employers
should be cautious about sharing employee vaccination status and
vigilant in monitoring and responding to disability-based harassment
in the workplace.

V. Employers should consider the health and safety
of employees when implementing mandatory
vaccine programs.
• All available Covid-19 vaccines have received Emergency
Use Authorization from the Food and Drug Administration
and are considered safe and effective in reducing illness
from a Covid-19 infection. Because an EUA is less than full
FDA approval, the EEOC requires that employers inform
workers about EUA status and the safety of a vaccine. See
EEOC’s What You Should Know About COVID-19 and the
ADA, the Rehabilitation Act, and Other EEO Laws; FDA’s
Emergency Use Authorization for Vaccines Explained.
Comment: Although the Covid-19 vaccines are considered safe,
there have been some documented adverse reactions. See CDC’s
COVID-19 Vaccines and Allergic Reactions. It is unclear if employers
who require workers to get vaccinated will be liable for injuries
resulting from vaccination.

• Employers should consider if the presence of
unvaccinated workers would make their workplace
unsafe. Under the Occupational Safety and Health Act,
employers must provide each worker “employment and
a place of employment, which are free from recognized
hazards that are causing or are likely to cause death or
serious physical harm.” See 29 U.S.C. § 654 (see Smart
Code® for the latest cases).

Comment: The ADA’s requirements for medical examinations apply
even when employers contract with a third party to administer the
vaccine. See EEOC’s What You Should Know About COVID-19 and the
ADA, the Rehabilitation Act, and Other EEO Laws.
In certain situations, employer-provided vaccine programs can qualify
as a benefit plan under the Employee Retirement Income Security Act
(ERISA). ERISA plans are subject to reporting and disclosure among
additional requirements. See 29 U.S.C. § 1002.
For more information about ERISA compliance, see ERISA Compliance
Quick Checklist.
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