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This publication is intended to serve as a preliminary research tool for attorneys. It is not intended to be
used as the sole basis for making critical business or legal decisions. This document does not constitute,
and should not be relied upon, as legal advice.

1. Introduction

Application of the Doctrine of Informed Consent has become more complicated
than usual during the novel coronavirus pandemic of 2020, providing more questions than
answers about how to best serve patients, medical personnel, and potentially limit liability
exposure. This publication seeks to provide some insight, suggestions, and resources as
healthcare practitioners and organizations move through the ever-changing landscape of
treating patients, operating businesses, and protecting healthcare workers while
knowledge about the virus and attendant COVID-19 disease evolves, and public health
directives regarding them change. Where the term physician is used, the terms dentist,
psychologist, or other relevant practitioners may be substituted as appropriate.

For those readers who may not deal commonly with questions regarding informed
consent, the following is a quick reminder of the basics of informed consent under
“normal” conditions. This remains the baseline and touchstone for determining actions as
we progress through the pandemic response. Discussions below about specific issues
arising during the pandemic response will refer back to these basic principles.

2. The Basics

“Informed consent” is a documented and ongoing process, not a form.? Informed
consent forms are merely a piece of evidence (and rarely a strong one) that a patient
provided informed consent to treatment. It is a discussion, or series of discussions
between physicians (and in certain other circumstances, other licensed providers) and
patients about various important aspects of a proposed course of treatment to help the
patient make an informed decision about whether or not to undertake a proposed
treatment.3

The Doctrine of Informed Consent is directly related to the common law concept
of battery and the human and constitutional rights of self-determination, bodily integrity
and control, and privacy.* As the court stated in Union Pacific Railway Co v Botsford
(1891), “[N]o right is more sacred, or is more carefully guarded by the common law, than
the right of every individual to the possession and control of his own person.”™ The law
protects a person’s right to be safe in their person and possessions (trespass), and this
includes being free from unwanted and unauthorized personal contact.®

Justice Cardozo set the standard regarding self-determination and a patient’s right
to bodily integrity and control in the 1914 New York Court of Appeals case of Schloendorff
v Society of New York Hospital:’
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Every human being of adult years and sound mind has a right to
determine what shall be done with his own body, and a surgeon who
performs an operation without his patient’s consent commits an assault [sic]
for which he is liable in damages.®

In 1957, Salgo v Leland Stanford Jr University Board of Trustees addressed the
issue of medical consent and added the all-important term “informed” to the medical
consent requirement.®

The patient’s right to remain informed about their medical care and situation is
secured by Michigan statute (MCL 333.20201(2)(e),(f),(h),(),(k),(n),(0)), federal and state
regulations, and Michigan case law.°

The Doctrine of Informed Consent requires that the practitioner provide appropriate
and sufficient information to the patient to allow the patient to make an informed decision
about treatment.!! The physician is legally responsible for the informed consent
discussion, although minor portions of the process such as completing paperwork may
be delegated to others, and additional practitioners may be required to have brief
informed consent conversations with patients prior to administering treatments (e.g.
respiratory therapy, physical therapy, occupational therapy) that should be documented
as part of the ongoing informed consent process.'? The physician and other licensed
practitioners have a fiduciary duty to act in the patient’'s best interest at all times,*3 and
the reporting structure for healthcare workers provides that physicians may be
responsible for breaches of the fiduciary duties of those working at their direction,
including with regard to the informed consent process.'* Medical informed consent is
ethically and legally mandated by the fiduciary responsibilities flowing from the patient-
physician relationship.

In a negligence case alleging that the provider failed to obtain an informed consent,
the question is whether or not the patient received the amount and type of information
required to make an informed decision about undergoing treatment.® In an assault and
battery intentional tort case, the question is whether or not the patient gave consent at
all.*® Assault and battery cases often center on whether consent was obtained, if the
treatment or procedure differed substantially from the one that was authorized by the
patient, or if the treatment or procedure exceeded the scope of the authorization.’

Informed consent includes four components: voluntariness, disclosure,
comprehension, and competence/capacity.'® Informed consent to treatment must be
given voluntarily and be free of discernable coercion or duress.'® Patients must receive
disclosure of sufficient and relevant information regarding the proposed treatment such
that an informed decision can be made.?° The patient must be able to comprehend the
information, meaning it must not be so jargon-laden that a reasonable patient could not
understand it, and it must be in a language they can understand.?! And finally, although
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all patients are generally presumed to be medically competent to make decisions for
themselves, they may at times lack the capacity for rational decision-making due to loss
of consciousness, panic, pain, medication, or other confounding factors that the patient’s
physician may determine.?? The basis for the loss of capacity arises out of the failure to
meet the informed consent component of comprehension, and in order for the capacity to
be absent, it must be determined medically and/or legally.

A. Implied Consent

Routine procedures (like taking a patient’'s temperature) usually require only
implied consent, for instance, the patient opens their mouth for the practitioner to put the
thermometer in.?® The patient has presumably presented themselves voluntarily for the
routine procedure. This is also referred to a simple consent. But, for anything involving
some level of risk, the patient or their surrogate must explicitly permit the practitioner to
proceed.?* Consent for treatment can be manifested either verbally, in writing, or it can
be implied by accepting treatment in certain situations.?®> To override implied consent, a
patient must offer an informed refusal. In Cruzan v Director, Missouri Dep’'t of Health
(1990), the Court stated: “The logical corollary of the doctrine of informed consent is that
the patient generally possesses the right not to consent, that is, to refuse treatment.”?¢

B. Emergency Care Consent

The emergency care exception concept predates the Doctrine of Informed
Consent.?” Obtaining sufficient and complete informed consent from persons presenting
(voluntarily or not) for emergency care may also be covered under the concept of implied
consent for healthcare treatment, depending on the exigency of the circumstances.?® The
rationale behind the emergency exception is that a patient should not be denied medical
treatment when not in a condition to properly evaluate the data.?? When the potential harm
from a failure to treat is imminent and outweighs any harm threatened by the proposed
treatment, obtaining the patient’s informed consent is not required.3® When patients
require emergency care, the time necessary for a complete discussion of the relevant
factors regarding the proposed treatment may not be available, even if the patient has the
capacity to understand, ask questions, and make an informed decision. The nature of an
“emergency” necessitates implied consent, unless and until the patient can be deemed
to have appropriate decision-making capacity and can competently make an informed
decision about continuing or refusing further treatment following an appropriate
discussion of the relevant factors with the physician.3!

When a conscious emergency patient who appears to have appropriate decision-
making capacity does not refuse treatment, the practitioner may have implied consent to
proceed based on the patient’s actions or inactions, depending on whether or not there
was time enough or not to have an informed consent discussion. Unconscious patients
presenting for emergency treatment are considered to have provided customary
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precursor form of implied consent called “tacit consent” because consent is not implied
from the patient’s conduct.3? Implied consent arises out of tacit consent, and historically
the common law has permitted medical personnel to provide care to critically ill persons
or those with emergency conditions without fear of liability for failing to first obtain
informed consent.®3 The United States Supreme Court even discussed “tacit consent” in
an epidemic context in Jacobson v Massachusetts (1905).34 This public policy principle is
used every day in emergency medical care, but it is stated very clearly in states’ “Good
Samaritan” statutes.3®

C. Informed Consent Discussion Requirements

A patient’s sufficient and complete informed consent is predicated on the physician
providing the requisite and relevant information that will permit the patient to make an
informed decision and grant permission to proceed with treatment. Patients expect
physicians to provide medical advice and treatment using all of their knowledge and skill.
Physicians are expected to act and disclose material and required information as other
reasonably prudent physicians of their education, knowledge level, and experience would
in the same or similar circumstances.®® Michigan follows a variation of this standard
discussed in Section F, below. In the seminal case of Canterbury v Spence (1972), the
DC Circuit set forth the minimum physician disclosure requirements for an informed
consent discussion with a patient, and set the first “reasonable man” standard.?’
Surgeons were directed to disclose “material” risks of surgery to the patient. The case
defined material facts as the information patients need to make a medical decision.®®
Generally, the physician must provide the patient, or surrogate as appropriate, with the
following information:

the name, nature, and purpose, and expected outcome of the treatment

all relevant risks and benefits and known or recognized major side effects
reasonably available alternatives, and risks and benefits of such alternatives
e the consequences of not treating

» who will be providing the treatment, and where

Michigan adopted the following requirements in MCL 333.20201. Additional or situation
specific requirements were adopted in other statutes as well.3°

2(e). A patient or resident is entitled to receive adequate and
appropriate care, and to receive, from the appropriate individual
within the health facility or agency, information about his or her
medical condition, proposed course of treatment, and prospects for
recovery, in terms that the patient or resident can understand . . .
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(f). A patient or resident is entitled to refuse treatment to the extent
provided by law and to be informed of the consequences of that
refusal. . . .

(h). A patient or resident is entitled to information concerning an
experimental procedure proposed as a part of his or her care and
has the right to refuse to participate in the experimental procedure
without jeopardizing his or her continuing care.

(). A patient or resident is entitled to know who is responsible for and
who is providing his or her direct care, to receive information
concerning his or her continuing health needs and alternatives for
meeting those needs, and to be involved in his or her discharge
planning, if appropriate.

Many courts are moving to a “reasonable patient” standard under which the
sufficiency of disclosure is judged primarily on what information a patient would
reasonably expect to receive from a physician in order to make an informed decision
about the proposed course of treatment.*® This requires the physician to tailor the
information to the proposed treatment and disclose the information that an average,
reasonable person would want to know before consenting to treatment.*! This is often
known as the “material risk” standard as defined in Canterbury v Spence (1972): “A risk
is material when a reasonable person, in what the doctors knows or should know to be
the patient’s position, would be likely to attach significance to the risk or cluster of risks in
deciding whether or not to forgo the proposed therapy."#?

The American Medical Association and many other such organizations are
endorsing the use of the Shared Decision-Making model (SDM) regarding the information
that should be discussed with a patient about their medical condition and proposed
treatment.*® Although definitions vary wildly, SDM is defined by the Office of the National
Coordinator for Health Information Technology (ONC) as “a process in which clinicians
and patients work together to make decisions and select tests, treatments and care plans
based on clinical evidence that balances risks and expected outcomes with patient
preferences and values.”**

Physicians and healthcare administrators should be clear that SDM (in any of its
varied definitions) is not a legal standard for informed consent. It is a model for use by
physicians in healthcare practice. For physicians, it should have as its base, the
jurisdictional requirements of informed consent, and then should build on them to achieve
the ends of SDM. According to the AMA Journal of Ethics:
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SDM as best practice actually validates, augments, and enriches the
process of informed consent by emphasizing patients’ understanding and
prioritizing of different medical interventions in light of their own values and
lived experiences. Beyond improving informed consent, SDM can
contribute to relationship building between health professionals and their
patients through patient participation, engagement, and empowerment as
well as through clinician presence, patient-specific focus, and improved
communication. In addition to meeting ethical requirements, such
constructive interactions of patients with their health professionals could
actually improve outcomes and increase patients’ understanding, trust, and
adherence to treatment plans.*®

Finally, more often courts are including the potential financial costs (to the patient)
of treatment, information about themselves, such as physicians’ experience, physicians’
substance abuse and health conditions that might affect treatment, and physicians’
financial conflicts of interest in the list of such information a patient would want to know.46
Many of these cases reason that such information could be required under a physician-
centered standard as well if other reasonably prudent physicians reveal such
information.#” This reasoning could also extend to a number of disclosure issues related
to the COVID-19 pandemic. For either standard, the contents of the discussion and the
signed consent form should be entered into the medical record.*®

D. Therapeutic Privilege and Informed Consent

In circumstances in which the patient can and will make an informed consent
decision, but the patient may suffer significant medical, mental, or emotional harm by
some of the information conveyed in the informed consent process, the practitioner may
withhold information that he or she deems potentially harmful to the patient.*® This is
referred to as therapeutic privilege.*0 The patient must be informed of the information as
soon as the physician deems it safe to do so, and the practitioner must still disclose all
information that would not be detrimental to the patient’s health or well-being.5?

Appropriate withholding of information only occurs in situations in which the risk of
disclosure poses such a detrimental threat to the patient as to become injurious or
contraindicated from a medical point of view.52 Each patient’s situation must be evaluated
individually to determine what information might meet that definition.

E. Surrogate Informed Consent

In the event that the patient does not have the requisite decision-making capacity
as determined by a physician (medical incompetency), or is legally incompetent (due to
minority or a judicial determination), a surrogate decision-maker will stand in the place of
the patient.>3® Surrogate decision-makers (also referred to as advocates or agents) may
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provide informed consent to treatment of a patient following the sufficient and relevant
disclosure of information to the surrogate decision-maker just as it would be given to the
patient.>* For Michigan residents, if the surrogate decision-maker was appointed by the
patient in a properly executed Durable Power of Attorney for Healthcare (DPOAHC) (may
also be referred to as an advance healthcare directive or patient advocate designation),
or in a properly executed equivalent for residents of other jurisdictions (hereinafter
collectively “advance directive”), and the surrogate has signified in writing their
acceptance of the surrogacy, then the physician may generally rely on that advance
directive as presumptive evidence of surrogacy.® If the patient did not properly complete
an advance directive, the physician’s or organization’s legal counsel should determine
the appropriate decision-maker. If the patient does not have a designated surrogate, then
the healthcare organization may also have a policy and procedure for determining
surrogacy.

Seeking and obtaining surrogate informed consent in the current COVID-19
environment can be extremely difficult. These situations involve numerous factors which
will hopefully continue to be resolved as the remainder of the pandemic plays out, and in
any case, before possible additional surges are experienced.

It can be difficult, if not almost impossible, for a healthcare provider to identify and
contact a surrogate for the patient. Some patients arrive by ambulance or other means
and are in an unconscious state. If there is no reasonable method of determining who the
patient may have designated as a surrogate, or who may be eligible to serve as a
surrogate in that instance, then the emergency care exception applies. A healthcare
provider may presume that the patient would want to be treated, and that the treatment
offered would be in the patient’s best interest.>® The provider should make all reasonable
efforts to determine the identity of a surrogate decision-maker, and these efforts along
with the attendant circumstances at the facility should be noted in detail in the patient’s
medical record.

If a legally eligible surrogate is identified at a later time, then the surrogate’s name
and contact information should be noted in the patient's medical record, and any
additional informed consent discussions should be undertaken with the surrogate as long
as the patient is medically unable to consent. All informed consent discussion
requirements must still be communicated to the surrogate.

If a patient arrives conscious and able to consent, but does not speak English or
cannot otherwise communicate effectively, then the nature of the circumstances at the
facility also come into play. During a surge situation in an emergency department (ED)
there may not be enough time or resources to provide an appropriate translator. (See
Multilingual Information Tools in section 5 below). This may be an instance in which it
might be permissible for an adult-friend or family member to translate. In situations such
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as the coronavirus pandemic when all non-patient individuals are immediately told to
leave the facility, and visitors are not permitted, providers may need to rely on the
emergency care exception to the Informed Consent Doctrine if they cannot access
translation services, or cannot identify and access a surrogate decision-maker who
speaks English (or another language spoken by the physician or other provider) when
translation services are readily available.

If an adult friend or family member is available to translate proposed treatment
information to the patient in order to seek consent, the provider should take care to avoid
medical jargon and make the required information as easy to understand and translate
as possible. Because a patient in such a situation cannot speak English, it is presumed
the patient cannot read an informed consent form written in English if a consent form is
not readily available in a language they are able to read and comprehend. Providers may
rely on verbal consent in such situations. (See Verbal Only Consent in section 4 below).
It would be prudent for providers to also note the identity and contact information of the
patient’s designated surrogate (and a back-up surrogate) in the event one is needed in
the future, something that can happen all too quickly with any patient, but especially in a
highly contagious pandemic environment.

If a patient who does not speak English or cannot otherwise communicate
effectively arrives in a non-surge, non-emergency circumstance, then the healthcare
provider should locate a proper medical translator. The translator should translate the
informed consent form so the provider can obtain the patient’s written consent. In this
situation, providers should not rely on verbal-only consent.

During the COVID-19 pandemic, numerous patients have arrived at healthcare
facilities unconscious and without a proper advance directive, or a surrogate previously
identified in the medical record. Many of these patients remain unconscious and unable
to consent at a later time. Both COVID-19 patients and other patients suffering from
serious medical conditions may experience multiple instances in which they lose their
capacity to consent and then regain it at a later time. For example, many patients may go
on and off a ventilator, or lose and regain consciousness multiple times over the course
of their in-patient care. In these instances, the ability to provide informed consent to
treatment transfers between the patient (when they can comprehend the informed
consent discussion) and the surrogate. During a pandemic such as this, a significant
number of confounding factors arise that make obtaining fully compliant informed consent
from the surrogate extremely difficult for providers.

Whether or not a patient has designated a surrogate in an advance directive, or
the surrogate is an eligible individual such as a spouse, parent, or adult child, visitation
rules may prohibit the surrogate from being at the facility to have a face-to-face informed
consent discussion with the physician or other provider. With the meteoric rise of
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telemedicine resulting from the COVID-19 crisis, these discussions can be held over
smart phones or tablets on teleconferencing software in order to obtain verbal consent.
Informed consent conversations can also be held over the telephone, and verbal consent
received from the surrogate. In such instances, it would be best if the provider obtained
some form of written consent from the surrogate, even a text, email, or via recorded
telehealth application, that could be placed in the medical record. If no other options are
available, however, documenting fully and relying on verbal consent may be appropriate.
(See Verbal Only Consent in section 4 below).

Problems arise if a facility develops an emergency pandemic policy that providers
are not to engage with surrogates, or even family members over the telephone or use
video applications for telemedicine purposes. In effect, such a policy results in either
dispensing with the surrogate informed consent requirements altogether, or its enactment
effectively relies solely on the emergency care exception (which likely only applies in
some circumstances requiring informed consent), and the governmental immunity grants
regarding care during the pandemic. (See Immunity from Liability in section 11 below).
This is not a recommended course of action when the reasonable and simple employment
of readily available technology can provide a means of informed consent compliance.
(See the Reasonableness Standard in section F below).

Providers may encounter additional hurdles in situations when the patient does not
have a properly executed advance directive. In the instance where an eligible surrogate
has been identified, but the surrogate cannot enter the facility because of visitation
restrictions, or for any other reason, contact information should be obtained if at all
possible, and the surrogate contacted by telephone or videoconferencing if needed. If at
any time during the course of treatment the patient is able to comprehend an informed
consent discussion and provide informed consent to treatment, then that must be
undertaken. Providers should always ask for and document the verbal instructions of the
patient. If a patient is able to comprehend and sign a consent form, then that should be
done and entered into the patient’'s medical record. If a patient is able to comprehend
information, and the provider has diagnosed the patient as possibly facing a reduced life
expectancy, the provider must inform the patient of the option of designating a surrogate
decision-maker.>” The provider should also take the opportunity to have the patient
designate a surrogate decision-maker, and preferably a successor surrogate decision-
maker,%® if possible. A provider or facility cannot, however, require completion of such a
document as a condition of treatment.>® Explaining and having consenting patients sign
an advance directive (preferably a DPOAHC for any patient from any jurisdiction) could
give healthcare providers more direction if the patient later becomes incapable of consent.

Michigan recognizes the following types of advanced directives: a DPOAHC,® and
a Do Not Resuscitate Order (DNR).’! A patient advocate designation,®?> and an
anatomical gift®® are subsets of a DPOAHC, but can be executed as separate
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documents.®* Michigan does not formally recognize living wills,®° but almost all providers
and healthcare facilities will take living wills and other formal written evidence of a
patient’'s medical care wishes into account, including properly executed advance
directives from other jurisdictions if they would be valid in the state in which they were
executed. Michigan does not have a reciprocity statute to honor advance directives
executed in other jurisdictions.%¢ A facility’s legal counsel will determine what documents
may be legally acceptable. Patients may execute a simple patient advocate designation
authorizing an advocate (surrogate) to make healthcare decisions with or without other
information or instruction.®” To be valid it must be executed in the same manner as a
DPOAHC, and must contain the same statutory language prescribed for the surrogate’s
(advocate’s) acceptance.®

A DPOAHC is preferred because it necessarily contains the patient advocate
designation, which also contains detailed information about the patient’'s healthcare
wishes much like a living will, that may contain the anatomical gift designation if the patient
chooses, and can provide the designated surrogate (advocate) with the power to make
legal, financial, and medical healthcare-related decisions.?® A DNR Order must be
executed on a designated and separate form, but like a separate living will, it can be
incorporated by reference into a DPOAHC.’® This form can be downloaded from
Michigan.gov.”* A properly and fully completed DPOAHC should provide the surrogate
and healthcare providers with the identity of and authority granted to the surrogate, and
sufficient and necessary information about a patient’s medical care wishes.”?

For the DPOAHC to be valid the patient must be at least 18 years old, competent
and able to express their wishes voluntarily and not under any duress, fraud or undue
influence,” must sign or be able to direct a notary to sign for them if necessary,’* must
have two adult withesses who are not family members or the patient advocate (as well as
other limitations on witnesses) sign,” the document must be dated,’® the surrogate and
successor surrogate must also accept surrogacy by their signatures,’’ and it must be in
the patient's medical record with the facility or physician before it is implemented.”® Most
healthcare facilities have DPOAHC form documents readily available, and they can be
easily downloaded from many major hospital systems and state advocacy groups.

Facilities that do any of the following may create an unreasonable legal situation
and could potentially fail to obtain appropriate surrogate informed consent on behalf of a
patient:

e Fail to allow patients admitted during the COVID-19 pandemic to complete and
sign a new DPOAHC or simple patient advocate designation form.

e Fail to accept receipt of a DPOAHC drafted by the patient’s lawyer and assist
the patient with signing the document in situations where visitors are unable to
access the facility.
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e Fail to permit a facility’s or provider’s volunteers, or non-employee pastoral care
representatives to serve as witnesses to the signing of DPOAHCs or patient
advocate designations, or otherwise fail to permit or assist patients’
participation in remote videoconferences to facilitate remote witnessing or
notarization.”

Discussion of guardianships is beyond the scope of this article, but guardianship status
may also be factor in a surrogate decision-maker situation.

Facilities must ensure that their policies and actions do not actively or deliberately
seek to avoid informed consent requirements or curtail patient rights when the patient is
unable to personally provide informed consent. It would violate a number of laws,®
regulations,®! accreditation requirements,®? organizational practice bylaws, policies, and
standards,® and ethical standards.?*

A physician caught in a situation as described above would unfortunately
experience little organizational support for the execution of the physician’s legal and
ethical requirements to obtain informed consent, and even less support for the welfare
and rights of the patient. In such circumstances physicians should go back to the basics
of informed consent: act as reasonably as the situation will allow, act in the patient’s best
interest at all times, use best efforts to comply with the informed consent requirements
and the intent of the doctrine, get an informed consent document signed if possible, and
document everything to the best of the physician’s ability.

F. The Reasonableness Standard and Its Application to COVID-19
Situations

As a general rule, informed consent issues fall under the umbrella of professional
liability (professional malpractice), and therefore under torts. As a tort, the reasonable
person, organization, or practitioner standard generally applies. This is often referred to
as the “prudent” standard as well. Although general English dictionaries can provide
completely different definitions for reasonable and prudent, Black’s Law Dictionary
defines “prudent” as the ability to govern and discipline oneself by the use of reason, and
caution or circumspection as to danger or risk. It defines “reasonableness” as being in
accordance with reason.8®

Michigan follows the “ordinary learning, judgment, and skill” standard as stated
below.

As stated in the Michigan Model Civil Jury Instructions:

“Professional negligence” and “malpractice” are the same. They
mean the failure to do something that a [ name profession ] of ordinary
learning, judgment and skill in [ this community or a similar one / [ name
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particular specialty ] ] would do, under the same or similar circumstances
as in this case. Professional negligence, or malpractice, can also mean
doing something that a [ name profession / name particular specialty ] of
ordinary learning, judgment and skill would not do, under the same or similar
circumstances as in this case®

Michigan Attorney Norman D. Tucker of Somers Schwartz, PC, states:

The standard is not what someone else would have done, what
ideally should have been done, but what the “ordinary” physician or nurse
would have done; this is sometimes referred to as the “average” health care
person of the same specialty. Some think the law is what the “reasonably
prudent” physician or nurse would have done; that is not the law in Michigan
and there is a difference.?’

It should be noted that the standard is what the ordinary or average healthcare
person of the same specialty in the particular or similar community would have done under
the same or similar circumstances. It could be reasonably argued that tis language could
encompass extreme and novel situations such as the COVID-19 pandemic.

In any event, applying the physicians’ knowledge, judgment, and skill, acting as
others of the physicians’ specialty would in the same or similar circumstances, and acting
reasonably and with prudence under the circumstances rarely if ever, will entail departing
from, or dispensing with the informed consent requirements altogether. As noted above,
there are sound principles for emergency patient situations. As for other patients, the right
to remain informed about their medical care and situation continues, and informed
consent is still required in all situations in which it can be had, even if not by customary
means and methods.

Common sense adaptations to provide informed consent disclosures, engage in
informed consent discussions, and to obtain some written consent (such as a completed
form) may require using various electronic and other means in circumstances such as
guarantine procedures, lack of patient capacity, or the lack of immediate access to a
surrogate because of visitation restrictions. In these instances, faxes, emails, and
photographs can be used to obtain a copy of a signed consent form, and documentation
in the patient’s medical record of the information discussed and verbal consent if given,
along with the identities of witnesses to any stage in the informed consent process.

See endnotes for a helpful resource on COVID-19 adaptations to the informed
consent process.88
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3. Conveying Risks of Covid-19

Although not related to the COVID-19 pandemic, the following quote from Donald
Rumsfeld (2002) seems to perfectly address the COVID-19 state of knowledge issue:

We know there are things we know we know. We also know there
are known unknowns; that is to say that we know there are some things we
do not know. But there are also unknown unknowns—the ones we don’t
know we don’t know.®°

One of the underlying presumptions of the informed consent process is that the
physician knows the relevant or material risks associated with a proposed course of
treatment and can, therefore, disclose and explain them to the patient or surrogate. With
the novel coronavirus and COVID-19, there are so many unknowns, and in many
instances, even assumptions or best guesses cannot be made as to risks, benefits,
efficacy, or even suitability of certain treatments and procedures.

When the risks and benefits of a proposed treatment are unknown, the proposed
treatment cannot be compared or weighed against the risks and benefits of alternative
treatments. Certainly, with regard to treatment options for the sickest of COVID-19
patients, risks and benefits of pharmacotherapies being proposed under U.S. Food and
Drug Administration (FDA) Emergency Use Authorizations (EUAs)®° cannot be accurately
disclosed because the drugs have never been studied in the COVID-19 context. One
cannot even state probable risks and benefits of the drug as compared to not treating with
the drug at all. It is difficult to help a patient manage expectations and make informed
decisions in such situations, and very difficult to document what is not known and
therefore cannot be disclosed.

Relying on the “standard of care” to determine those risks and benefits is not
possible in this situation either, because as of the date of this article, there are no
nationally established standards of care to treat COVID-19. Even protocols that provide
some guidance are changing within weeks, and it is unlikely that a protocol or course of
treatment and care will quickly become a standard that providers may rely on to determine
relevant or material risks.

Healthcare providers face particularly difficult informed consent issues relating to
the disclosure and discussion of relevant and material risks during this pandemic. The
following are just a few of these issues:

e Do individuals seeking non-coronavirus healthcare services have the right or need
to know how possibly contracting the virus could affect the condition and treatment
being discussed by the patient and physician?
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o Is that a relevant or material piece of information that should be
communicated by the physician, dentist, or other practitioner in all instances
because this is a declared pandemic, or should it only be discussed with
regard to medical conditions that have already been identified as increasing
the risk for contracting the virus or for contributing to increased severity?

e |Is the potential to contract the virus while in the hospital for medically necessary,
time-sensitive procedures a relevant or material risk that must be disclosed and
discussed?

¢ |sthe shortage of personal protective equipment, ventilators, or medical equipment
or supplies an issue that must be disclosed to patients as it may have an effect on
their care and treatment?

These are questions even the most prominent bioethicists and legal scholars have
yet to fully tackle. Analysis and recommendations vary significantly depending on the
viewpoint of the analyst making them. Information about how the virus and COVID-19
impact different patients, different medical conditions, different treatments for COVID-19,
long-term effects, and any other medical factors are changing almost daily as global
researchers continue to uncover more information about this unique virus. Stable
information and guidance on which to rely is difficult to come by at the moment, and
possibly for the foreseeable future.

What providers can be certain of in wrestling with these issues is that persons with
COVID-19, those who suspect they may have it, and those who have medical needs that
have nothing to do with COVID-19 are all entitled to information about how relevant and
material risks related to the existence and transmission of the novel coronavirus and
COVID-19 may affect their medical condition or situation and their proposed course of
treatment. As Michigan case law requires, physicians are expected to act with learning,
judgment, and skill, but might do better to also act as other reasonably prudent physicians
in the same specialty, with similar knowledge and experience would act in the same or
similar circumstances.®?

Because information is emerging at a significant clip in an environment of social
distancing, and in many cases “surge” crises, physicians may not be able to keep up with
all of the latest information in order to determine what is relevant or material to the
informed consent discussion. The information one patient or surrogate receives one week
may be outdated and contraindicated the next (related to the use of hydroxychloroquine,
or the effect of the virus on children or young adults, for example). In such circumstances,
physicians should rely on the most up-to-date information available to them at the
moment, and continue to request that their facilities keep them updated as often as
possible. It may be better to err on the side of caution and relevance or materiality
regarding particular pieces of information, than not, even given the federal and state
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grants of immunity as those have not yet been tested. Prudence may be the take-away
here. Again, go back to the basics: apply learning, judgment, and skill, and act reasonably,
prudently, in good faith, in the best interests of the patient at all times, and with the best
intent to comply with the letter and spirit of the law. Just as informed consent is particular
to each individual patient and condition in “normal” times, so is it individual to patients in
a pandemic.

See endnotes for a helpful resource on surgical consent and COVID-19.92

4. Use of Verbal Only Consent in ED or Other Rule-Out Areas

Any Medicare or Medicaid participating provider is subject to the Centers for
Medicare & Medicaid Services (CMS) Medicare Conditions of Participation (CoPs). There
are several Medicare regulations that directly or indirectly address informed consent.
Medicare Provider regulations state that to maintain Medicare enrollment a provider must
certify that it meets, and continues to meet compliance with Title XVIII of the Act and
applicable Medicare regulations (42 CFR 424.516(a)(1)). Medicare Hospital CoPs
provide additional reference. Under 42 CFR 482.11 hospitals must be “in compliance with
applicable Federal laws related to the health and safety of patients, and must assure that
personnel are licensed or meet other applicable standards that are required by State or
local laws.” (Emphasis added). This would very likely include state law informed consent
requirements.

Pursuant to 42 CFR 482.13(a) and subsections, “A hospital must protect and
promote each patient’s rights” (482.13). “A hospital must inform each patient, or when
appropriate, the patient’s representative (as allowed under State law), of the patient’s
rights, in advance of furnishing or discontinuing patient care whenever possible”
(482.13(a)(1)). Similarly, 42 CFR 482.13(b) and subsections provide “the patient has the
right to participate in the development and implementation of his or her plan of care”
(482.13(b)(1)). And 42 CFR 482.13(b)(2) provides:

The patient or his or her representative (as allowed under State law)
has the right to make informed decisions regarding his or her care. The
patient’s rights include being informed of his or her health status, being
involved in care planning and treatment, and being able to request or refuse
treatment. This right must not be construed as a mechanism to demand the
provision of treatment or services deemed medically unnecessary or
inappropriate.

Further guidance regarding informed consent and 42 CFR 482.13(b) is provided in the
Medicare Interpretive Guidelines for that CFR in the CMS State Operations Manual.®® The
Interpretive Guideline states:
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The right to make informed decisions regarding care presumes that
the patient has been provided information about his/her health status,
diagnosis, and prognosis. Furthermore, it includes the patient’s participation
in the development of their plan of care, including providing consent to, or
refusal of, medical or surgical interventions, and in planning for care after
discharge from the hospital. The patient or the patient’'s representative
should receive adequate information, provided in a manner that the patient
or the patient’s representative can understand, to assure that the patient
can effectively exercise the right to make informed decisions.

Giving informed consent to a treatment or a surgical procedure is one
type of informed decision that a patient or patient’s representative may need
to make regarding the patient’'s plan of care. Hospitals must utilize an
informed consent process that assures patients or their representatives are
given the information and disclosures needed to make an informed decision
about whether to consent to a procedure, intervention, or type of care that
requires consent.

Medicare CoP 42 CFR 482.24(c)(4)(v) requires that a patient’'s medical record
include “[p]roperly executed informed consent forms for procedures and treatments
specified by the medical staff, or by Federal or State law if applicable, to require written
patient consent.”

On March 30, 2020, CMS temporarily waived compliance with and enforcement of
42 CFR 482.24(a) through (c), including (c)(4)(v) stated directly above, retroactive to
March 1, 2020. That rule relaxation was again stated in the 7/30/2020 update from CMS.%*
The state law requirements, however, have not been waived.

The information to be disclosed to a patient is required by standards set in state
law, and the ethical requirements for the same as set by different providers’ professional
associations (with some being more or less inclusive of various pieces of information).
Medicare appears to leave the content of the informed consent disclosures to state law,
with the requirement to perform it being tied to patient’s rights, and the documentation of
it set forth in a particular CFR as noted above.

Also as noted above, there are circumstances that permit verbal only consent for
treatment. All circumstances that do not meet those criteria require complete, proper, and
documented informed consent to the best of the physician and facility’s ability given the
unusual circumstances of the pandemic.
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One of the big concerns in this pandemic response has been the potential for virus
transmission from shared items, not only in the provision of healthcare services but also
during patient administrative interactions as well. In the healthcare context that includes
pens, paperwork, and devices. This situation definitely throws a wrench in the standard
signature process for consent forms. Practitioners are asking if relying solely on verbal
consent is sufficient. The answer is likely, no.

In emergency departments (EDs) and other Rule-Out (R/O) areas,®® the basic
doctrines of implied and emergency consent apply (as appropriate to the patient), so
relying on verbal consent instead of express written consent as a form of proof of
obtaining informed consent is not typically a factor. If the situation permits implied
consent, then usually no verbal or express consent is needed at all (blood draw, nasal
swab) because the patient’s actions imply consent. In an emergency situation, implied or
presumed consent kicks-in, so no verbal or written consent is required. In all other
contexts, and for patients who are being seen in various types of healthcare entities for
virus and non-virus related issues, providers must document the patient’s consent to
treatment.

The Dana Farber/Harvard Cancer Center provides some additional information:

An important method to avoid infection transmission is to avoid
the sharing of pens (including electronic) and pencils among patients
and staff. One of the most common scenarios for this practice is
obtaining patient signatures on written informed consents and on
numerous administrative forms during registration (e.g., non-emergent
visits, emergency department, observations, ambulatory, etc.) and
during patient care activities in all clinical settings (e.g., hospital,
ambulatory, post-acute, home care). During this emergency response
period, documented verbal consent in lieu of patient signature should
be obtained as outlined below:

e Registration and other administrative activities — staff to fully inform the
patient of what they are consenting to (or hand the patient paper, point
to sign, etc.) and document consent was verbally received. This would
apply to the general consent to treatment, financial consent and
acknowledgment of Notice of Privacy Practices and other administrative
forms.

« Clinical settings — the clinician completes the consent discussion, seeks
verbal consent from the patient and signs the Informed Consent Form,
at the patient’'s direction, where the patient would otherwise have
signed the form. This process would also apply to discharge paperwork
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and other forms completed and signed by the patient during the course
of care.%

Go back to the basics: informed consent is a conversation and a process, not a
form. Providers must document conversations and informed consent disclosures,
patients’ or surrogates’ questions, witnesses, date and time, clinical judgment factors, and
if possible a signature on a form that reflects all the required disclosures. Providers and
facilities must be open to receiving that consent document in any form — fax, pdf, or even
photograph or jpg. Even if a signed form cannot be obtained by any means, documenting
all the particulars of the physician-patient conversation means the provider and facility
are still not relying solely on verbal consent without a written record. Having witnesses
and noting witnesses’ names, important details, and patient questions in the record is
often stronger evidence of consent than any consent form.

See endnotes for a helpful resource on clinical research consent and COVID-19.%7

5. Use of Multilanguage Information Tools Given Publicized Studies
Regarding Impact on Minority Populations

The novel coronavirus and COVID-19 disproportionately affects populations likely
to face health literacy and language barriers, especially with respect to informed consent
discussions. It is therefore imperative that patients and surrogates receive information in
terms they can comprehend, and in a language they can understand. Hospitals, health
plans, clinics, nursing homes, physicians and other providers that receive Medicare,
Medicaid or other sources of federal funds have an obligation to provide “qualified
interpreters” and written translated documents for Limited English Proficiency (LEP), Deaf
and hard of hearing (HOH).®8 In fact, failing to provide language access services to LEP
patients is a form of national origin discrimination. Case law all the way up to and including
the United States Supreme Court establishes this basic principle.®®

Three federal laws (Title VI of the Civil Rights Act of 1964, the Americans with
Disabilities Act, and the Affordable Care Act) require that providers who receive federal
funds take reasonable steps to provide oral interpreters and written translated materials
to LEP and Deaf and HOH patients. Newly adopted changes to Section 1557 (45 CFR
part 92) of the ACA in 2016 brought about two key changes. First, providers must now
use “qualified” medical interpreters when treating LEP and Deaf and HOH patients.
Second, LEP patients, for the first time, were granted the right to sue providers for
language access violations under Section 1557.1%

Providers are not only prohibited from relying on minor children as interpreters,
they are also instructed not to rely on minor children to “facilitate communication” with
LEP patients. The only exception to this rule is “an emergency involving an imminent
threat to the safety or welfare of an individual or the public where no qualified interpreter
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is immediately available.”'%* Adult family members and friends may be used as medical
interpreters in an emergency involving an imminent threat to the safety or welfare of an
individual or the public where there is no qualified interpreter immediately available (which
may be the case in times of surge during a pandemic).10?

Adult family members and friends may be used as medical interpreters where the
LEP person “specifically requests that the accompanying adult interpret or facilitate
communication and the accompanying adult agrees to provide such assistance.”
However, providers are not relieved of their legal duty to provide a qualified medical
interpreter if more appropriate when an LEP patient elects to use an adult family member
or friend as “reliance on that adult [family member or friend must be] appropriate under
the circumstances.”%3

The rule severely restricts bilingual or multilingual staff without formal training in
medical interpreting from serving as medical interpreters. Only “qualified” bilingual or
multilingual staff may serve as interpreters. The rule makes it illegal to require an
individual with limited English proficiency to provide his or her own interpreter during
medical encounters.1%

The rule significantly expands the range of individuals to whom healthcare
providers owe a legal duty to provide language access services. It imposes a general
requirement on providers to “take reasonable steps to provide meaningful access to each
individual with limited English proficiency eligible to be served or likely to be encountered
in its health programs and activities.” When applying for federal financial assistance,
providers must, as a condition of the application, submit assurances that its health
programs and activities will be operated in compliance with Section 1557 of the ACA.1%

The basic purposes of informed consent are to protect the patient’s right to make
autonomous decisions, protect patients from battery, protect bodily integrity, prevent
unwanted medical treatment, and support patient-defined goals.%® Some would also add
to share decision-making between the patient and physician, although not all courts
agree. These purposes must be met for all patients, not just for patients with English
proficiency, or with full hearing and vision. The ethical principles of autonomy,
beneficence and justice apply to all patients equally.0”

See endnotes for helpful resources on interpreter requirements and COVID-19.108

6. Information about Exposure Risk, Best Efforts to Provide a Safe
Environment, and the Use of Statements Regarding Compliance with
Accreditation Organization or CDC Guidelines

With pandemic-related informed consent issues arising daily, numerous
organizations have drafted “acknowledgment” forms for patients to sign. These forms
acknowledge the risks and unknowns related to the virus and COVID-19, and
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acknowledge that the patient is aware that the healthcare organization and its providers
are providing their best efforts to ensure the safety of patients, employees, and others.
The question has become: “how broad should statements be about the potential risk of
contracting the virus at the facility, and providing best efforts to ensure the safety of
patients, employees, and others?” Should statements be made that the organization
complies with all CDC, state, or accreditation organization (e.g., TJC, DNV, HFAP)
requirements or guidelines?

Many organizations and professional associations have drafted sample
acknowledgment forms, and forms combining the acknowledgment statements in an
informed consent document. Links to samples are provided below. Each includes
something the others do not. There is no consensus anywhere about what should be
included, and the extent of the information to be included.

Second, when making statements about efforts to provide safe environments,
testing, and other topics, it would be preferable to not use superlatives. Providing “best
efforts” is preferable to “doing everything possible” to ensure patient safety and a safe
environment. Using appropriate language sets expectations. If the document claims
efforts are the “best in the industry” then that sets a standard and an expectation. Falling
short of that expectation may open the door for litigation if a patient is infected at the
facility.

Similarly, stating that the facility is complying with all CDC guidelines or
accreditation requirements may be overkill or not enough effort in the pandemic
environment, or create a moving target that simply cannot be hit on a constant basis
(changing CDC guidelines). State only what can be substantiated.

Other healthcare counsel, professional liability insurers, and professional
associations take a different view. For example, the California Dental Association (2020),
advises its members:

An informed consent form, by itself, is insufficient to shield a medical
provider from liability and creating one specific to COVID-19 may provide a
dentist with a false sense of security. Rather, an informed consent form is
designed to be a part of a process of obtaining a patient’'s agreement,
following an explanation and discussion of why treatment is needed, as well
as the risks of and alternatives to a procedure. For emergency procedures
contemplated during the current COVID-19 situation, the informed consent
process for that procedure is sufficient.1%°

When caught between these types of competing viewpoints, go back to the
basics:
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e What is in the best interest of the client (to whom the attorney owes a fiduciary
duty)?

e Whatis in the best of interest of the client’s patients (to whom they owe a fiduciary
duty)?

e Which perspective best meets the purposes and requirements of the doctrine of
informed consent?

See endnotes for helpful resources, including a consent form for an elective
procedure during COVID-19.110

7. Informed Consent and Research Participation

Many major hospitals and systems are already researching potential drugs and
other therapies to treat COVID-19. Such facilities likely already have revised their clinical
research informed consent policies, procedures, and forms. Smaller facilities may also
wish to use U.S. Food and Drug Administration “EUA” pharmaceuticals or other
treatments under consideration and participate in research efforts, which may require
changes to their informed consent protocols applicable to this type of research. New
treatments, potential vaccines, and other forms of testing and diagnosis will surely be
forthcoming, and will also require informed consent protocols.

Federal law requires that healthcare providers obtain appropriate informed
consent from human subject research participants. Those requirements are referred to
as the Revised Common Rule, and can be found at 45 CFR Section 46.

See endnotes for helpful resources on informed consent and human subject
research and COVID-19.111

8. Telemedicine Informed Consent

If it wasn’t before, telemedicine is now surely here to stay. The pandemic and
attendant closing of medical practices and other facilities have created the necessity to
employ telemedicine on a massive scale for the continued provision of medical care to
patients. According to the Center for Connected Health Policy:

Medicare does not require that an informed consent be obtained from
a patient prior to a telehealth-delivered service taking place, but a majority
of states either require informed consent be obtained within their Medicaid
program or in their statute or rules regulating healthcare professionals. This
may be due to concerns over health information security or ensuring
whether the patient fully understands what is to take place.

In telehealth, informed consent is used to explain what telehealth is,
lay out the expected benefits and possible risks associated with it to a
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patient, and explain security measures. Typically, prior informed consent is
reserved for invasive procedures and experimental studies, and not
required when a patient is offered a choice in how they wish to receive
services. Requiring a prior written or verbal informed consent for any
telehealth consultation and treatment misrepresents telehealth as a
different form of service, rather than as a useful tool that enhances
diagnostic and treatment services.!'?

For the purposes of informed consent, physician-patient discussions over
telemedicine should be viewed as if it were any other in-person healthcare encounter.
Telemedicine informed consent forms existed prior to the pandemic, but now many have
been revamped to address the particular aspects of the pandemic as they may impact
patient care and treatment options. Patients must understand how informed consent
works in a telehealth environment. Physicians need to ensure their standard informed
consent documents are updated to comply with state laws and can be sufficiently
individualized to address a patient’s particular medical situation. Informed consent is
never a “one-size-fits-all” endeavor.

See endnotes for helpful resources, including an example telehealth informed
consent form and COVID-19.113

9. Documentation of Informed Consent in a COVID-19 Surge/Non-Surge
Situation

General concepts for documenting informed consent during the initial stages of a
pandemic are addressed above. During a non-surge period, documentation should be
fully compliant with state and federal requirements. Refined processes, procedures, and
updated informed consent forms should be implemented during the non-surge period to
be ready for use in surge periods. It is likely that there may be additional surge periods to
come.

Matthew Keris, an attorney with Marshall Dennehey Warner Coleman & Goggin,
sets out some great advice on electronic medical record (EMR) documentation, in
general, in this April 2020 article that applies to the documentation of informed consent
as well.*'4 The following are relevant excerpts.

e Be a good historian. Years from now, you will need to remind and
educate counsel, judges, and juries of the magnitude of this world
pandemic. You may need to compare COVID-19 period numbers to
your typical census to demonstrate that the hospital was much
busier than normal, which would impact documentation practices.
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See endnotes for a helpful resource on documenting consent in the EMR.1°

Keep accurate hospital staffing records. It will be important to show
an increased reliance of locum tenens, agency nurses, “unretired”
health care providers and volunteers. Staffing information will be
critical in explaining the EMR for care given in this time period.

Document duties and privileges that have been expanded or
temporarily changed. When examining the record at a later date,
these new responsibilities may explain why information was
documented by a certain person.

Limit the “footprint” in the EMR after the patient is discharged from
the hospital. One unsettled area of the law is whether a privilege can
be attached to an audit trail. In states that hold that the audit trail is
an “original source” document, similar to the hospital chart, attorney
or peer review involvement within the EMR may not be protected.

Advocate and defend your decisions and practices from the COVID-
19 period. Judges and juries will remember and understand the hard
decisions made during this unprecedented time period. They will be
forgiving of occurrences and practices that broke from the norm. The
rightful goodwill endeared upon health care providers will not quickly
dissipate. Years from now, when others second-guess or scrutinize
decisions made during this period, with the benefit of hindsight,
return fire and fight back with facts.

10. Informed Consent Requirements and the False Claims Act

Whether or not a pandemic or other public health emergency has been declared,
providers must obtain informed consent to comply with claims submission requirements,
especially for Medicare and Medicaid claims. As stated in Verbal Only Consent, section
4 above, CMS temporarily waived compliance with, and enforcement of the record-
keeping requirements of 42 CFR 482.24(c)(4)(v) retroactive to March 1, 2020. Numerous
other regulatory requirement waivers were implemented as well.1® The many temporary
waivers will affect the analysis below. Because claims submissions requirements are
nuanced and complex, we encourage the reader to use the discussion below as a starting
point to analyze how the failure to obtain informed consent (or departure from any other
CMS requirements) may result in potential false claims and other compliance

consequences.
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Chapter 15 of the Medicare Integrity Manual defines enrollment as the process
that Medicare uses to grant Medicare billing privileges.'*” To provide services and bill
Medicare for the provision of such services, a provider must be enrolled in the Medicare
program via the applicable CMS enrollment form.'8 To become an authorized institutional
Medicare participating provider in both Medicare Part A and Part B, the provider certifies
at the end of the application form that it agrees to be legally and financially bound

... [tjo the laws, regulations, and program instructions of the
Medicare program. By my signature, | certify that the information contained
herein is true, correct, and complete, and | authorize the Medicare fee-for-
service contractor to verify this information. If | become aware that any
information in this application is not true, correct, or complete, | agree to
notify the Medicare fee-for-service contractor of this fact in accordance with
the time frames established in 42 CFR 424.516(e). (Emphasis added).®

Application form CMS 855i, for physicians and non-physician practitioners, further
extends the relevant certifications and acknowledgements:

You MUST SIGN AND DATE the certification statement below in
order to be enrolled in the Medicare program. In doing so, you are attesting
to meeting and maintaining the Medicare requirements stated below.

Under the penalty of perjury, I, the undersigned, certify to the
following:

1. | have read the contents of this application, and the information
contained herein is true, correct, and complete. If | become aware that any
information in this application is not true, correct or complete, | agree to
notify my designated Medicare Administrative Contractor of this fact in
accordance with the time frames established in 42 CFR 424.516.

2. | authorize the Medicare Administrative Contractor to verify the
information contained herein. | agree to notify the Medicare Administrative
Contractor of any change in practice location, final adverse legal action, or
any other changes to the information in this form in accordance with the
timeframes established in 42 CFR 424.516. . . ..

3. | have read and understand the Penalties for Falsifying
Information, as printed in this application. | understand that any deliberate
omission, misrepresentation, or falsification of any information contained in
this application or contained in any communication supplying information to
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Medicare, or any deliberate alteration of any text on this application, may
be punishable by criminal, civil, or administrative penalties including, but not
limited to, the denial or revocation of Medicare billing privileges, and/or the
imposition of fines, civil damages, and/or imprisonment.

4. | agree to abide by the Medicare laws, regulations and program
instructions that apply to me or to the organization listed in section 4A of
this application. The Medicare laws, regulations, and program instructions
are available through the Medicare Administrative Contractor. | understand
that payment of a claim by Medicare is conditioned upon the claim and the
underlying transaction complying with such laws, regulations and program
instructions (including, but not limited to, the Federal Anti-Kickback Statute,
42 USC section 1320a-7b(b) (section 1128B(b) of the Social Security Act)
and the Physician Self-Referral Law (Stark Law), 42 USC section 1395nn
(section 1877 of the Social Security Act)).

6. | agree that any existing or future overpayment made to me, or to
my business as reported in section 4A, by the Medicare program, may be
recouped by Medicare through the withholding of future payments.

8. I will not knowingly present or cause to be presented a false or
fraudulent claim for payment by Medicare and will not submit claims with
deliberate ignorance or reckless disregard of their truth or falsity.

(Emphasis added).

Medicare regulations state that to maintain Medicare enrollment a provider must
certify that it meets, and continues to meet compliance with Title XVIII of the Act and
applicable Medicare regulations.?°

The Medicare Medical Records Services Condition of Participation (CoP)
regulation, 42 CFR 482.24(c)(4)(v), requires that a patient's medical record include
“[p]roperly executed informed consent forms for procedures and treatments specified by
the medical staff, or by Federal or State law if applicable, to require written patient
consent.” CMS later interpreted this regulation'?? to mean “[a]n informed consent form, in
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order to be properly executed, must be consistent with hospital policies as well as
applicable State and Federal law or regulation.” (Emphasis added). See The Basics, and
attendant subsections, in section 2 above for Michigan law informed consent
requirements.

As previously stated, there are several Hospital Medicare regulations under the
CoPs that indirectly address informed consent, other than in the documentation aspect
noted above: 42 CFR 482.11, 482.13(a) and (b), and the CMS State Operations Manual
Interpretive Guidelines for each.

Regarding informed consent and human subjects research (such as clinical trials
for COVID-19 related treatments and vaccinations), federal regulations governing
informed consent fall under 45 CFR 46 Subpart (A), and are referred to collectively as the
Revised Common Rule.'?? The specific informed consent regulation for human subjects
research, including the requirements and process for informed consent can be found at
45 CFR 46.116, and the documentation requirements can be found at 45 CFR 46.117.

Concerning this last rule, the pandemic has disproportionately affected the elderly
and those with pre-existing conditions that render them fully disabled, and those with end-
stage renal disease, which is the population that comprises Medicare beneficiaries.
Because so many inpatient and outpatient clinical drug and vaccine trials are being
commenced during this pandemic, it is reasonable to assume that any number of
Medicare beneficiaries may be participating in these clinical trials. The CMS National
Coverage Determination (NCD) for Routine Costs in Clinical Trials provides coverage for
“the routine costs of qualifying clinical trials ... as well as reasonable and necessary items
and services used to diagnose and treat complications arising from participation in all
clinical trials. All other Medicare rules apply.” The specifics of this NCD may be found at:
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&
ncdver=2&fromdb=true. Among the requirements, however, is the stated requirement that
the clinical trial comply with Federal regulations relating to the protection of human
subjects.

If any of the aforementioned informed consent requirements are skipped,
completed improperly, or the documentation is not in compliance with Medicare
documentation regulations (42 CFR 482.24(c)(4)(v)), then the claims submitted may be
considered false claims under the False Claims Act.

The False Claims Act (FCA)'?® imposes significant penalties on anyone who
“knowingly presents, or causes to be presented, a false or fraudulent claim for payment
or approval” to the Federal Government,'?* “conspires to commit a violation of
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subparagraph (A),(B),(D),(E),(F), or (G),"*?% or “knowingly makes, uses, or causes to be
made or used, a false record or statement material to a false or fraudulent claim.”126

The FCA defines the terms “knowing” or “knowingly” as a person, with respect to
information, who has actual knowledge of the information, acts in deliberate ignorance of
the truth or falsity of the information, or acts in reckless disregard of the truth or falsity of
the information.?’ It does not require proof of specific intent to defraud.'?® Further, the
FCA defines “material” as “having a natural tendency to influence, or be capable of
influencing, the payment or receipt of money or property.” (Emphasis added).1?°

To state a claim under the FCA,% the relators (or federal government) must show:
“(1) a false statement or fraudulent course of conduct, (2) made with scienter, (3) that was
material, causing (4) the government to pay out money or forfeit moneys due.”*3! The
falsity and materiality allegations must satisfy FRCP 9(b) and be plead with particularity.
The scienter information, including malice, intent, knowledge, and other conditions of a
person’s mind may be alleged generally.'3?

In 2016, the Supreme Court decided Universal Health Services, Inc. v. United
States ex rel. Escobar.'®® The Escobar case addressed the issue of whether the
submission of a claim to the government for payment for provided Medicaid or Medicare
services impliedly certified that the claimant was in full compliance with all relevant and
required statutory and regulatory requirements, and whether failing to disclose
noncompliance with a statutory, regulatory or contractual requirement constituted a false
claim under the FCA. This is more commonly known as “implied certification.” The
respondents in Escobar (supported amicus curiae by the federal government) argued that
a defendant who knowingly bills the government for services without disclosing a failure
to satisfy material conditions for the delivery of those services, and knows its failure to
disclose additional information renders its statements materially misleading, has
submitted a false claim under the FCA.134

The Court in Escobar set forth a two-pronged test for implied certification under 31
USC 3729(a)(1)(A):

[T]he implied certification theory can be a basis for liability, at least
where two conditions are satisfied: first, the claim does not merely request
payment, but also makes specific representations about the goods or
services provided; and second, defendant’s failure to disclose
noncompliance with material statutory, regulatory, or contractual
requirements makes those representations half-truths.13>
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The Court held that FCA liability can attach for violating statutory or regulatory
requirements, whether or not those requirements were designated in the statute or
regulation as conditions of payment.13¢ Specifically, the Court in Escobar held that FCA

[lliability can attach when the defendant submits a claim for payment
that makes specific representations about the goods or services provided,
but knowingly fails to disclose the defendant's noncompliance with a
statutory, regulatory or contractual requirement. In these circumstances,
liability may attach if the omission renders those representations
misleading.” (Emphasis added).3’

The Court also stated, “What matters is not the label the Government attaches to
a requirement, but whether the defendant knowingly violated a requirement that the
defendant knows is material to the Government’s payment decision.”*® |t followed up
with, “A misrepresentation about compliance with a statutory, regulatory, or contractual
requirement must be material to the Government's payment decision in order to be
actionable under the FCA. The FCA’s materiality requirement is demanding.” (Emphasis
added).13°

Further, the Court provided several factors that would control the “materiality”
analysis, but did not state if any single factor would, or could be dispositive:

o Wwhether compliance with a statute is a condition of payment;

« Wwhether the violation goes to “the essence of the bargain” or is
“minor or insubstantial;”

« Wwhether the government consistently pays or refuses to pay
claims when it has knowledge of similar violations; and

e whether the government would likely refuse payment had it
known of the regulatory violations.14°

To ensure that the FCA is applied in proper context, the Court also noted that the FCA is
not “an all-purpose antifraud statute” or a “vehicle for punishing garden-variety breaches
of contract or regulatory violations."41

In sum, the Court in Escobar held that the alleged violation of a statute, regulation,
or contract giving rise to an FCA violation must be “material” to the government’s payment
decision, and the provider or contractor knows that it is material to the payment decision.
Herein lies the rub with regard to noncompliance with informed consent requirements,
especially during the COVID-19 pandemic.
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As previously noted, there are times when obtaining complete and proper informed
consent is not necessary, there are times (especially during a pandemic surge situation)
when it is difficult or burdensome to do so, when physicians delegate informed consent
to non-physician providers or caregivers, or when providers can only obtain partially
compliant informed consent. The questions then become (1) whether or not complete and
proper compliance with the informed consent CoPs and state law are material to
Medicare’s decision to pay claims regarding patients for whom complete and proper
informed consent was not obtained or documented, and (2) whether providers have
knowledge that such noncompliance is material to the payment decision.

A 2019 case alleging noncompliance with informed consent requirements formed
the basis for false claims submitted to Medicare was unsealed by the court on June 5,
2020, after the federal government declined to intervene. In United States ex rel. Zaldonis
v University of Pittsburgh Medical Center et al.,'#? the University of Pittsburgh Medical
Center (UPMC) and related defendants are alleged to have knowingly failed to properly
obtain informed consent from patients for surgeries, which led to the filing of false claims
with various government agencies, including CMS. In the filing, co-plaintiff Diana Zaldonis
alleges her UPMC dismissed her from her job as the lead research coordinator in UPMC’s
Cardiothoracic Transplantation division retaliation for reporting that surgeons improperly
delegated responsibility for obtaining patient consent for surgeries. Zaldonis alleges that
these physicians did not personally speak to patients but instead had resident physicians,
fellows, nurse practitioners, and physician assistants obtain patient consent in violation
of federal and state law, as well as UPMC policy. The court has not yet ruled on a Motion
to Dismiss.4?

The alleged facts of the UPMC case did not occur in a pandemic situation, but if
the allegations concerning noncompliance with informed consent requirements are held
to be accurate and material, this case could have implications for claims made and paid
during the current pandemic, if the waiver of the record-keeping requirement that includes
the necessary informed consent forms was taken to mean that informed consent is itself
waived, even when reasonable to obtain it. If the government or a relator could prove that
a physician could have obtained complete and proper informed consent from patients or
appropriate surrogates (whether or not the patients were admitted with COVID-19, or
during a surge period), but failed to do so as a pattern of practice, and the physician or
healthcare organization submitted claims to CMS for medical services provided to such
patients without proper informed consent, then claims for those services may constitute
false claims under the FCA. At this time, federal law does not provide any blanket
exception to the informed consent requirement, nor does any federal pandemic
declaration, Michigan law, or Michigan Executive Order. The liability immunity provisions
granted in the Coronavirus Aid, Relief, and Economic Security Act (CARES Act), federal
and state pandemic declarations, and Michigan’s Executive Orders may only apply
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narrowly and not to any circumstance if a provider forgoes obtaining informed consent
completely for all patients in all situations, or improperly delegated obtaining informed
consent to other non-physicians or other caregivers. (See Immunity from Liability in
section 11 below).

Again, a claim under the FCA must plead with particularity “(1) a false statement
or fraudulent course of conduct, (2) made with scienter, (3) that was material, causing (4)
the government to pay out money or forfeit moneys due.”#* In a situation in which a
physician or healthcare organization submitted multiple claims exhibiting a pattern of
conduct (not isolated instances) to CMS for services provided to patients during the
course of the declared health emergency (pandemic), and from whom complete and
proper informed consent was not obtained when it was possible to do so, the argument
would be that the submitting provider was fully aware that the claims were false because
intentional noncompliance with the informed consent requirements was not disclosed to
the government.

The general argument likely would be that both the physician and the healthcare
organization were well aware of their duties to meet and maintain compliance with all
laws, regulations, and Medicare program instructions, and the requirements set forth in
the Medicare Integrity Manual as a result of their Medicare application certifications. For
physicians, it may be further argued that such certification also included an
acknowledgment and agreement that the physician understood the penalties for omitting,
misrepresenting, or falsifying information in any communication to Medicare, including
claims. The argument could continue in that the physician further certified understanding
that payment of a claim by Medicare is conditioned upon the claim and the underlying
transaction complying with such laws, regulations, and program instructions, and that the
government may recoup any existing or future overpayments made. In addition, the
physician certified that in the face of all other acknowledgments of compliance duties and
responsibilities owed, the physician would not knowingly present or cause to be presented
a false or fraudulent claim for payment by Medicare, and would not submit claims with
deliberate ignorance or reckless disregard of their truth or falsity.

Further, the argument would likely address that every licensed physician and
healthcare organization is fully aware of the ethical, legal, and Medicare requirements,
and the general standard of care requiring a physician to obtain complete and proper
informed consent from patients (or appropriate surrogates) when possible, and properly
document it in the patient’'s medical record. The certification by either the healthcare
organization or physician would again be used to prove that the provider was fully aware
of the Medicare CoP regulations, specifically 42 CFR 482.24(c)(4)(v), regarding Medical
Records Services and the requirement of obtaining complete and proper informed
consent and documenting it in the patient’s medical record. The deliberate ignorance or
reckless disregard for the truth or falsity of the claims made based on knowing violations
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of a universally understood requirement of the practice of medicine and treatment of
patients.

The scienter element may be proved through the same conduct, knowledge, and
certifications, showing that the physician or healthcare organization was fully aware of the
informed consent requirements, and knowingly failed to comply in situations where
informed consent could be obtained.

In addition to the elements of the cause of action, the plaintiff must prove materiality
pursuant to Escobar. Since the issuance of Escobar, there has been extensive litigation
concerning the concept of materiality. The Supreme Court denied certiorari on three
cases in 2019 alone, leaving intact a split in the circuits.1*> Many courts have addressed
whether relators have sufficiently alleged materiality to survive a motion to dismiss, with
cases falling for and against relators. Federal district and appellate courts continue to
wrestle with application of the materiality requirement.

Materiality can be difficult to prove, but not necessarily impossible. As stated
above, the first factor in the Escobar materiality analysis is whether compliance is a
condition of payment. The provider must be enrolled in Medicare to be paid by Medicare
for a claim.#® To be enrolled in Medicare, the provider must complete the appropriate
Medicare enroliment form.4” To complete the appropriate Medicare form, the provider
must sign the certification and acknowledgment that the provider must comply with all
laws, regulations, and program instructions, and for physicians, that payment of a claim
by Medicare is conditioned upon the claim and the underlying transaction complying with
such laws, regulations, and program instructions.1*® Medicare regulations state that to
maintain Medicare enrollment a provider must certify that it meets, and continues to meet
compliance with Title XVIII of the Act and applicable Medicare regulations.'*® The
Medicare Medical Records Services CoP regulation requires that a patient's medical
record include “[p]roperly executed informed consent forms for procedures and
treatments specified by the medical staff, or by Federal or State law if applicable, to
require written patient consent.”%°

As for the second factor in the Escobar materiality analysis, the informed consent
requirement is provided for in both state law and federal regulations, and more to the
point, is an ethical and legal principal of medicine to protect patients and their right to self-
determination and bodily integrity. (See The Basics, and attendant subsections, in section
2, and Verbal Only Consent in section 4 above). Because the failure to obtain informed
consent when possible is a violation of laws, regulations, and program instructions,
possibly generates a legal cause of action for the patient, one may argue that submitting
claims for services performed without informed consent goes to the “essence of the
bargain” of paying providers to provide appropriate, quality, and legally compliant
healthcare services to covered patients.
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Regarding the third factor of the Escobar materiality analysis, widespread
violations of informed consent requirements are not generally made public, although
situations such as those alleged in the UPMC case above are widely known in the
healthcare industry to occur frequently in healthcare organizations across the country.!

If the government had more cases in which the practice was brought to light, it
might be able to show a pattern of declining payment for noncompliance with Medicare
informed consent regulations (see Verbal Only Consent in section 4 above) and violations
of state informed consent law (see The Basics in section 2 above). In the absence of such
cases, it may analogize to declining payment based on violations of other laws,
regulations or program instructions that go to the fundamental provision of the ethical and
legal practice of medicine.1%2

Finally, whether the government would likely refuse payment had it known of the
informed consent regulatory violations is a matter that may be determined in the Zaldonis
v UPMC case if it survives a Motion to Dismiss. There is ample proof that in other cases
the government would have refused payment for similarly serious and fundamental
regulatory violations related to healthcare treatment and medical practice, had it known
of them at the time.*>3 In many “failure to certify medical necessity” cases, the failure to
comply with certification of medical necessity regulations has been held to be material to
the government’s conditions to pay, and several other of the materiality factors.'54

Also in “failure to certify medical necessity” matters under the FCA, case law
demonstrates that a reasonable disagreement of physicians regarding medical necessity
of a treatment is a function of professional clinical judgment, and insufficient to form the
basis of “falsity” under the FCA.'® Other cases contradict or are distinguishable from this
holding with regard to medical necessity compliance as a basis for a false claim.°¢

Obtaining complete and proper informed consent when it can be obtained is not
subjective or open to professional clinical judgment. When a patient has decision-making
capacity, obtaining complete and proper informed consent is either necessary or not,
pursuant to law and established exceptions to the informed consent requirements. Even
if two physicians can reasonably differ whether a patient has decision-making capacity,
these determinations should be made on an individual basis and likely will never apply to
large numbers of patients, even in emergency situations.

Similarly, Michigan law provides that it is inappropriate to delegate the physician’s
duty to obtain complete, proper, and documented informed consent to other non-
physician providers or caregivers. It could be argued, however, that per the language and
covered time frame of Michigan Executive Orders 2020-30 and 2020-61, that this may
have been expanded to permit physician assistants, advanced practice nurses, nurse
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anesthetists, and licensed pharmacists to provide the informed consent disclosures and
obtain informed consent, if it is considered to be the provision of medical services
appropriate to their education, training and experience. It turns on whether the informed
consent conversation is considered part of the provision of medical services. If, the
physicians’ informed consent duty was not intended to have been delegable under the
Executive Orders, then this state-law violation would be further compounded when the
documentation is altered to declare that the physician engaged in the discussion with the
patient or appropriate surrogate and obtained the informed consent to proceed with
treatment. Such situations violate 31 USC 3729(a)(1)(A) for knowingly presenting or
causing to be presented a false claim, 31 USC 3729(a)(1)(C) for conspiring to submit a
false claim, and 31 USC 3729(a)(1)(B) for knowingly making, using, or causing to made
or used a false record or statement material to a false claim.

Knowingly seeking payment for claims that are based on violations of laws,
regulations, and program or payer instructions, or that include false or intentionally
misleading documentation used to support such claims (both to government programs or
private payer organizations) for payment can also be a violation of the federal Criminal
Health Care Fraud Statute'®’ as well as other federal and state fraud and healthcare fraud
statutes.°8

Finally, in the United States Department of Justice’s (DOJ) recent announcement
that it will prioritize COVID-19-related enforcement actions, the DOJ stated that provider
treatment fraud such as “obtaining patient information for COVID-19 testing and then
using that information to fraudulently bill for other tests and procedures” will become a
specific target of investigation.!>® Because other national crises have been shown to
engender numerous fraud schemes, there are additional types of conduct that might fall
within the new investigation priorities of the DOJ:

o “upcoding” for testing or treatments of different types or amounts
than those actually provided, or “upcoding” of provider level;16°

. billing for treatment or testing that is not medically necessary,
especially treatment © which safety or efficacy is not evidence-based
or been given Emergency Use or other authorization by the Food and
Drug Administration, whether or not harm is caused,;

. billing for treatment, testing, or medical supplies that do not comply
with regulatory requirements;

) billing for treatment that is significantly substandard; and

) falsification of records to support any of the above.

Copyright 2020. State Bar of Michigan Health Care Law Section and Julie Janeway.
All Rights Reserved.

Page 35 of 53

35381916.4



Although investigating and pursuing healthcare providers for alleged FCA
violations committed during the COVID-19 crisis may be more difficult given the nature of
circumstances in healthcare facilities, and the public sentiment in support of the work
done under challenging and unprecedented conditions, the DOJ will certainly find cases
worthy of investigation. Despite immunity granted through the PREP Act, CARES Act,
state Executive Orders (for a limited time frame), and under the Michigan Emergency
Management Act (see Immunity in section 11 below) there will surely be qui tam and DOJ
cases filed alleging care was undertaken to maximize profit with a lack of good faith and
compliance with law, regulation, and standard of care.

Because of the serious nature of any widespread abrogation of patient rights and
violations of law and Medicare regulations in failing to obtain complete and proper
informed consent when it could be obtained, (pandemic or not), it is conceivable that the
DOJ may view a case like Zaldonis v UPMC as a case to send a “warning shot across
the bow” of all healthcare providers. The message would be to refrain from viewing
informed consent as optional, something that can be cut from practice protocols, or can
be delegated to non-physicians when caseloads increase and healthcare practice is
complicated by unusual circumstances. COVID-19 is not the last national healthcare crisis
the United States will experience, and it appears the DOJ may use this opportunity to
remind healthcare providers not to become complacent with compliance or respecting
patient’s rights.

11. Immunity from Liability

A. Federal

On March 10, 2020, pursuant to the Public Readiness and Emergency
Preparedness (PREP) Act of 2005, the United States Department of Health and Human
Services Secretary declared legal immunity for certain persons and entities performing
gualified countermeasures to fight against COVID-19.1%1 The declaration is retroactive to
February 4, 2020.1%2 Generally, liability immunity is provided to persons and entities that
manufacture, develop, distribute, test, administer and dispense covered COVID-19
countermeasures. There is no liability immunity from loss or injury caused by, arising out
of, relating to, or resulting from “willful misconduct.” Covered countermeasures include
any medication, drug, antiviral, vaccine, diagnostic test, and any device used to treat,
diagnose, cure, prevent or mitigate COVID-19 or a virus mutating therefrom, including
any component and constituent materials of any such product. The Declaration will
remain in force through October 1, 2024, but may be extended beyond that date.'%3

According to the federal government'’s site explaining the PREP Act,'%* “qualified
persons” potentially protected under the Act include persons who prescribe, administer,
or dispense countermeasures such as healthcare and other providers or other categories

Copyright 2020. State Bar of Michigan Health Care Law Section and Julie Janeway.
All Rights Reserved.

Page 36 of 53

35381916.4



of persons named in a declaration by the Health and Human Services Secretary.'%® This
Act, and the Secretary’s attendant declaration applies to healthcare providers and
healthcare organizations that “distribute, test, administer, and dispense the COVID-19
treatments and countermeasures stated.'66

The covered countermeasures are goods (drugs, vaccines, tests, devices), and
possibly the services provided when distributing, testing, administering, and dispensing
such things. Each of these items could (and in some instances definitely would) have
attendant risks, benefits, and alternatives related to their use. Other than in emergency
care situations, proposed use of these items to care for COVID-19 patients requires some
informed communication and discussion either with the patient or the patient’s surrogate
about the risks, benefits, available alternatives, and effect of not undertaking the
treatment. The patient continues to have the legal right to remain informed about their
medical condition and treatment, and to make an informed decision whether or not to
consent to the proposed treatment.’®’ That right transfers to the surrogate when the
patient is unable to consent.68

As noted previously, informed consent is required in various aspects of the
statutory and common law, federal and state regulations and rules, accreditation
standards, ethics rules, an organization’s bylaws, rules, and procedures, and in other
requirements. In some instances, they can be considered a standard of care. For
example, compliance with licensing and scope of practice statutes, patient rights statutes,
and an organization’s medical staff bylaws, or other policies.1®® Compliance with the law
of informed consent provides that an informed consent discussion related to the items
covered by the Act is required (other than in an emergency care circumstance).’° Failure
to obtain complete and proper informed consent when it can reasonably be obtained, may
become a basis for physician or organization liability. Medical malpractice is defined by
failing to provide the medically accepted standard of care.'’* Immunity from liability may
still apply in cases where informed consent was “omitted” or not properly obtained under
extenuating circumstances, but it is clearly inapplicable when arising out of, relating to, or
resulting from “willful misconduct.”

The PREP Act defines “willful misconduct as:

[A]n act or failure to act that is taken:

(1) intentionally to achieve a wrongful purpose;

(2) knowingly without legal or factual justification; and

(3) in disregard of a known or obvious risk that is so great as to make it highly
probable that the harm will outweigh the benefit.172
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The website further advises that all three of the conditions must be proved by clear
and convincing evidence. Immunity under the PREP Act will not apply to any instance in
which the provider or organization intentionally denied a patient or surrogate the
opportunity to grant or deny informed consent when reasonable to obtain it, with full
knowledge that there was no legal or factual basis for the denial, and disregarded the
knowledge that the potential risk of providing the countermeasure to the patient would
probably outweigh the risk. The fact that all three conditions must be present and proven
makes the chances of an informed consent basis for a medical malpractice case and the
physician or provider's need for immunity from liability much less likely, although not
impossible. Given the generally unprepared nature of the healthcare industry for this
COVID-19 pandemic, it is not inconceivable that a patient could have been harmed in a
manner that meets all three conditions, thus eliminating any immunity from liability.

For those individuals who may be injured because of failure to receive appropriate
information and who were not given the opportunity to consent or decline covered COVID-
19 countermeasure treatment in an informed way, the Countermeasures Injury
Compensation Program (CICP) may provide relief. The CICP provides potential
compensation benefits to individuals or the estates of individuals who sustain serious
physical injury as the direct result of the administration or use of covered
countermeasures. To be considered for benefits the individual or estate must establish
by “compelling, reliable, valid, medical and scientific evidence” that the countermeasure
is causally connected to the serious physical injury. This compensation program is
administered by the HHS Health Resources and Services Administration.'’3

Note: only harm that can be proven to be the actual and proximate cause of the
injury is eligible for compensation under the CICP. Proof that the COVID-19
countermeasure treatment caused harm may possibly be used as part of the proof
required for a supplemental state medical malpractice claim with “reckless and indifferent”
failure to obtain complete and proper informed consent as a basis for the suit. Until cases
are filed and litigated under this Act, the full application of the law and the particular
terminology used therein is open to interpretation and speculation.

On March 27, 2020, the Coronavirus Aid, Relief, and Economic Security Act
(CARES Act) was signed. The CARES Act grants liability immunity to volunteer health
care providers under both federal and state law for acts or omissions during the course
of providing health care services in response to the COVID-19 public health emergency,
unless injury or death was caused by willful or criminal misconduct, gross negligence,
reckless misconduct, conscious indifference or while under the influence of alcohol or
intoxicating drugs.t"#

The CARES Act complements the PREP Act in addressing the liability immunity
for volunteer healthcare providers. Those who are regularly employed to provide such
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services cannot claim liability immunity under the law. Their federal law protection from
liability related to the COVID-19 pandemic is solely the PREP Act, and any state law
immunity protections.

The immunity exceptions stated in the CARES Act are, in essence, the same as in
the PREP Act — knowing, willful, reckless, indifferent conduct resulting in harm to a patient
from care provided during the COVID-19 pandemic. If a patient suffers injury or death
caused by a volunteer physician or other care provider’s willful or criminal misconduct,
gross negligence, reckless misconduct, conscious indifference, or effects of alcohol or
intoxicating drugs, the volunteer physician or other provider cannot claim liability immunity
for the injuries suffered by the patient. This Act seems to attempt to cover all the possible
state statutory names for the same broad concept expressed in the PREP Act (willful
misconduct), plus alcohol and drug intoxication-based conduct. The Act does not provide
definitions for any of the immunity exception terms, but it does provide that state law
applies to any circumstances involving healthcare services provided by a volunteer
healthcare provider under the influence of alcohol or an intoxicating drug.’®

It is unknown whether the terms “willful or criminal misconduct, gross negligence,
reckless misconduct, or conscious indifference,” should be interpreted based on state law
jurisprudences. If so, in Burnett v City of Adrian (1982)176 the Michigan Supreme Court
defined “willful and wanton misconduct” as:

[W]illful and wanton misconduct is made out only of the conduct
alleged shows an intent to harm or, if not that, such indifference to whether
harm will result as to be the equivalent of a willingness that it does.’’

In Jennings v Southwood (1994),178 the Court construed the term “willful” as used
in the Michigan Emergency Medical Services Act. It approved the definition in Burnett,
but made a further clarification:

[W]illful and wanton are distinct and logically inconsistent, so “willful
and wanton” is to be read as “willful or wanton.” Willful, as Burnett said,
requires intent to harm while wanton means the equivalent, reckless
conduct without the intent to harm but with indifference as to the result.}”®

Michigan defines gross negligence as “[C]onduct or a failure to act that is so
reckless that it demonstrates a substantial lack of concern for whether an injury will
result.”&0

The Michigan definition of willful relates to an intentional act, meaning an intent to
cause harm, not merely an intent to act the way one chose to act. The term “wanton” is
defined to cover “reckless” and “indifferent” under Michigan law, and “gross negligence”
also addresses the concept of indifference. In future litigation interpreting the CARES Act,
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it is possible that parties may choose to make arguments based on these definitions in
Michigan law.

Under the CARES Act, a volunteer physician who fails to obtain complete and
proper informed consent from a patient or surrogate when reasonable to do so, could be
found by a court to be fully aware that a patient could suffer harm from the risks of the
proposed treatment and be liable for the harm suffered. In simply failing to provide the
patient or surrogate with an opportunity to weigh such risks against the benefits or
alternatives, harm to the patient could result from the known risks. According to Jennings,
such conduct would be “wanton misconduct” or reckless indifference to the harm that
could be inflicted. Therefore, if a volunteer physician recklessly or indifferently disregards
the legal and ethical duty to obtain complete and proper informed consent from a patient
or the patient’s surrogate when it can be reasonably obtained, the immunity in the CARES
Act may not apply.

B. Michigan

The state of liability protection for healthcare workers during the pandemic is still
evolving in Michigan. The following analysis reflects the state of this issue to the time of
this publication.

On March 10, 2020, Governor Whitmer issued Executive Order (EO) 2020-4,
declaring a state of emergency in Michigan in response to the outbreak of the novel
coronavirus.

On March 29, 2020, Governor Whitmer issued EO 2020-30, which provided:

7. [Clonsistent with MCL 30.411(4), any licensed health care
professional or designated health care facility that provides medical
services in support of this state’s response to the COVID-19 pandemic is
not liable for an injury sustained by a person by reason of those services,
regardless of how or under what circumstances or by what cause those
injuries are sustained, unless it is established that such injury or death was
caused by the gross negligence, as defined in MCL 30.411(9), of such
health care professional or designated health care facility.8?

On April 1, 2020, Governor Whitmer issued EO 2020-33. This order rescinded and
expanded on EO 2020-4 and declared both a state of emergency and a state of
disaster across the State of Michigan under section 1 of article 5 of the Michigan
Constitution of 1963, the Emergency Management Act (EMA), and the Emergency
Powers of the Governor Act of 1945 (EPGA).

On April 26, 2020, Governor Whitmer issued EO 2020-61, primarily to
extend the scope of licensure, supervision, and delegation provisions that were
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provided in EO 2020-20. EO 2020-61 also rescinded EO 2020-30, but restated the
identical liability protection provisions:

8. Consistent with MCL 30.411(4), any licensed health care
professional or designated health care facility that provides medical
services in support of this state’s response to the COVID-19 pandemic is
not liable for an injury sustained by a person by reason of those services,
regardless of how or under what circumstances or by what cause those
injuries are sustained, unless it is established that such injury or death was
caused by the gross negligence, as defined in MCL 30.411(9), of such
health care professional or designated health care facility.

On April 30, 2020, finding that COVID-19 had created emergency and disaster conditions
across the State of Michigan, Governor Whitmer issued EO 2020-67 to continue the
emergency declaration under the EPGA, as well as EO 2020-68 to issue new emergency
and disaster declarations under the EMA.

On July 13, 2020, Governor Whitmer issued EO 2020-150. As stated in the
language of EO 2020-150, those executive orders were challenged in Michigan House of
Representatives and Michigan Senate v. Whitmer. On May 21, 2020, the Court of Claims
ruled that Executive Order 2020-67 is a valid exercise of authority under the EPGA, but
that Executive Order 2020-68 is not a valid exercise of authority under the EMA. Both of
those rulings are being challenged on appeal.

EO 2020-150 further states that on June 18, 2020, the Governor issued EO
2020-127, again finding that the COVID-19 pandemic constitutes a disaster and
emergency throughout the State of Michigan. That order constituted a state of
emergency declaration under the EPGA, and to the extent the governor may
declare a state of emergency and a state of disaster under the EMA when
emergency and disaster conditions exist yet the legislature had declined to grant
an extension request, that order also constituted a state of emergency and state
of disaster declaration under that act. It stated that the EPGA also provides a
sufficient legal basis for issuing the EO. In relevant part, it provides that, after
declaring a state of emergency, “the governor may promulgate reasonable orders,
rules, and regulations as he or she considers necessary to protect life and property
or to bring the emergency situation within the affected area under control.” MCL
10.31(2).

More to the point of the topic of immunity, EO 2020-150, specifically stated:

As the pressure on hospitals has eased, the importance of the broad
relief afforded in Executive Orders 2020-30 and 2020-61 has waned.
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Today'’s circumstances require a narrower form of relief than was provided
in these earlier orders.

The Governor subsequently rescinded Executive Order 2020-61.

In response to the rescission of EO 2020-61 and its liability protections for
healthcare workers during the COVID-19 pandemic, Senate Bill (SB) 899 was
created. SB 899 sought to amend the existing language in the EMA to add further
protections for healthcare workers.

The Michigan Emergency Management Act (MCL 30.411) currently states
in pertinent part:

(4) A person licensed to practice medicine or osteopathic medicine
and surgery or a licensed hospital, whether licensed in this or another state
or by the federal government or a branch of the armed forces of the United
States, or an individual listed in subsection (6), who renders services during
a state of disaster declared by the governor and at the express or implied
request of a state official or agency or county or local coordinator or
executive body, is considered an authorized disaster relief worker or facility
and is not liable for an injury sustained by a person by reason of those
services, regardless of how or under what circumstances or by what cause
those injuries are sustained. The immunity granted by this subsection does
not apply in the event of an act or omission that is willful or gross negligence.
If a civil action for malpractice is filed alleging an act or omission that is
willful or gross negligence resulting in injuries, the services rendered that
resulted in those injuries shall be judged according to the standards
required of persons licensed in this state to perform those services.

(6) Subsections (4) and (5) apply to all of the following individuals:

(a) Any of the following, if licensed in this or another state or by the
federal government or a branch of the armed forces of the United States:

(i) A registered nurse.
(i) A practical nurse.

(i) A nursing student acting under the supervision of a licensed
nurse.

(iv) A dentist.
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(v) A veterinarian.
(vi) A pharmacist.

(vii) A pharmacist intern acting under the supervision of a licensed
pharmacist.

(viii) A paramedic.

(b) A medical resident undergoing training in a licensed hospital in
this or another state.

(9) As used in this section, “gross negligence” means conduct so reckless
as to demonstrate a substantial lack of concern for whether an injury results.

As noted above, for the purposes of determining if immunity is not available under
the EMA, Jennings v Southwood,'8? defines the word willful, and the definition of gross
negligence is provided in the statute.

SB 899 sought to amend section (4) to read:

(4) A health care provider or a health care facility, whether
licensed in this or another state or by the federal government or a
branch of the Armed Forces of the United States, who renders health
care services during a state of disaster or state of emergency
declared by the governor in support of this state’s response to the
state of disaster or state of emergency is considered an authorized
disaster relief worker or facility and is not liable, for the death or for
an injury sustained by a person by reason of those services
regardless of how or under what circumstances or by what cause
those injuries are sustained or death occurs. The immunity granted
by this subsection does not apply in the event of an act or omission
that is willful misconduct or gross negligence or constitutes
intentional and willful or criminal misconduct or intentional infliction
of harm. If a civil action for malpractice is filed alleging an act or
omission that is willful or gross negligence resulting in injury or death,
the services rendered that resulted in those injuries or death shall be
judged according to the standards required of persons licensed in
this state to perform those services.

Further, SB 899 sought to add:

(7) Notwithstanding any law to the contrary, during the period which
begins retroactive to March 10, 2020 and continues until January 1, 2021,
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the immunity granted under subsection (4) shall extend to any death of or
injury sustained by a person arising out of or as a result of any act or
omission by a health care provider or health care facility while engaging in
1 or more of the following activities, which shall constitute health care
services rendered in support of the state’s response to the COVID-19
pandemic, unless the act or omission constitutes willful misconduct, gross
negligence, intentional and willful criminal misconduct, or intentional
infliction of harm:

(a) The rendering of COVID-19-related health care services by a
health care provider or health care facility to an individual with presumed,
suspected, or confirmed COVID-19.

(b) The arrangement, scheduling, rescheduling, canceling, or
postponement of the rendering of health care services by a health care
provider or health care facility, including the decision to utilize telehealth or
other remote services in lieu of an in-person encounter, in reliance on or in
compliance with any administrative or governmental agency, division, or
department policy, rule, or directive, or any executive order or law regarding
health care services provided by a health care provider or health care
facility.

(c) Acts, omissions, or decisions made by a health care provider or
health care facility resulting from a shortage of necessary resources,
including, but not limited to, blood products, pharmaceuticals, medical
equipment, or staffing.

Finally, the definition of “willful misconduct” was to be added: “Willful misconduct”
means conduct or a failure to act that was intended to cause harm.

SB 899 was enrolled on July 23, 2020, presented to the Governor on July 29, 2020,
and on August 10, 2020, Governor Whitmer vetoed it. Governor Whitmer stated in an
official press release her reasons for vetoing the bill:

e Senate Bill 899 would make patients receiving treatment at a hospital and
residents in nursing homes powerless to seek relief when they are harmed in any
but the most egregious cases, regardless of the type of emergency or disaster
declared by the Governor.

e The Emergency Management Act provides limited immunity from lawsuits to
medical providers, activated only upon an official request, such as Governor
Whitmer made at the peak of COVID-19 in Michigan. SB 899 would made this
immunity automatic, even when the emergency or disaster did not call for setting
aside the normal standards of care.
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As of the time of publication, the current and ongoing state of liability immunity for
healthcare providers during the COVID-19 pandemic lies in the existing language of
section (4) of the Emergency Management Act (MCL 30.411), and applies to persons
licensed to practice medicine or osteopathic medicine and surgery or a licensed hospital,
whether licensed in this or another state or by the federal government or a branch of the
armed forces of the United States, or an individual listed in subsection (6). It also lies in
federal law as outlined above.

A claim for alleged injury resulting from failure to obtain informed consent from a
patient or surrogate where such informed consent could have been reasonably obtained,
or in instances related to other patient healthcare injury situations may arise in Michigan.
If a lawsuit is filed, it remains to be seen whether the language of EO 2020-30 and EO
2020-61, as well as the language of the EMA in effect at the time of the alleged injury will
provide immunity from liability, and whether federally provide immunity may come into
play. It should be clearly understood, however, that the Executive Orders, EMA, and
federal legislation do not constitute a “free pass” to avoid obtaining complete and proper
informed consent where appropriate, required, and it is reasonable to do so.

See endnotes for a helpful resource on liability and immunity during the COVID-19
pandemic.8

12. Conclusion

The informed consent requirement in the time of COVID-19 is in some instances
unchanged, and in other instances is providing significant challenges for providers.
Providers should go “back to the basics” when in doubt, and always act reasonably and
in the best interests of their patients. It remains to be seen whether any cases emerge
alleging informed consent violations in relation to medical malpractice that is claimed to
have fallen outside the immunity scope. Certainly, the unprecedented nature of this
situation, the unique challenges and questions that have arisen, and the circumstances
that may surround the timing of the informed consent issue will affect the outcome of any
such cases.

! Julie Janeway is a Michigan health law attorney and member of the State Bar of Michigan, Health Care Law Section.
Julie practices with Janeway Law, PLLC, a firm specializing in regulatory and accreditation compliance, risk
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