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RETAIL WORK GROUP
AAHomecare recognizes that billing Medicare on an assignment basis has become very
challenging for many DME suppliers. AAHomecare also understands that many DME suppliers
see an opportunity in implementing an innovative retail business in which customers pay cash.
For these reasons, AAHomecare has formed a Retail Work Group comprised of stakeholders in
the DME industry. The Retail Work Group is developing tools for suppliers to utilize as they
move into the retail market. These tools include educational “white papers” such as this paper
entitled “Billing Nonassigned.”
This white paper was prepared for the Retail Work Group by Jeffrey S. Baird, Esq.,
Chairman of the Health Care Group of Brown & Fortunato, P.C. Mr. Baird can be contacted at
806-345-6320 and jbaird@bf-law.com.
The AAHomecare staff liaison for the Retail Work Group is Ashley Plauché, Manager of
Government Affairs. Ms. Plauché can be contacted at ashleyp@aahomecare.org.
For further information about this white paper, contact Mr. Baird. For information about
the Retail Work Group, contact Ms. Plauché.
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MARKETING OF SEPARATE RETAIL COMPANY TO PART B CUSTOMERS
By: Jeffrey S. Baird, Esq.
Assume that ABC Medical Equipment, Inc. (“ABC”) is a Part B DME supplier. It bills
Medicare and other third party payors (“TPPs”). As such, ABC is a “covered entity” as defined
by HIPAA. Assume that the owner of ABC also owns XYZ Retail Sales, Inc. (“XYZ”). XYZ
does not have a PTAN and it only sells DME for cash. XYZ does not bill TPPs. As such, XYZ is
not a “covered entity” under HIPAA. Assume that ABC desires to educate its existing and future
patients about the cash products sold by XYZ. In doing so, ABC needs to comply with HIPAA
guidelines.
HIPAA Guidelines
HIPAA prohibits a covered entity from using or disclosing patients’ protected health
information (“PHI”), except as permitted or required under the HIPAA statute. A “covered
entity” means: “(1) a health plan; (2) a health care clearinghouse; and (3) a health care provider
that transmits any health information in electronic form in connection with a transaction” for
which the Department of Health and Human Services (“DHHS”) has adopted a standard. DME
companies, such as ABC, are covered entities under HIPAA. PHI is individually identifiable
health information, that is
“information that is a subset of health information, including demographic
information collected from an individual and, (1) is created or received by a
health care provider ...; and (2) relates to the past, present, or future physical or
mental health or condition of an individual; the provision of health care to an
individual; or the past, present, or future payment for the provision of health care
to an individual; and (i) that identifies the individual; or (ii) with respect to which
there is a reasonable basis to believe the information can be used to identify the
individual.”
HIPAA broadly defines “use” of PHI to include the sharing, employment, application,
utilization, examination, or analysis of such information.
HIPAA generally prohibits the use and/or disclosure of patient PHI for the purposes of
marketing without first obtaining a HIPAA-compliant authorization from the patient. Marketing
is defined under HIPAA as “a communication about a product or service that encourages
recipients of the communication to purchase or use the product or service.” If a communication
falls under this definition, then it will be considered marketing unless it falls under one of the
exceptions to this general definition. Specifically, marketing does not include:


Communications “[t]o provide refill reminders or otherwise communicate about a drug or
biologic that is currently being prescribed for the individual, only if any financial
remuneration received by the covered entity in exchange for making the communication
is reasonably related to the covered entity’s cost of making the communication;”
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Communications for the following treatment or healthcare operations purposes, so long
as the covered entity does not receive financial remuneration for making the
communication:
o Communications made “[f]or treatment of an individual by a health care provider,
including case management or care coordination for the individual, or to direct or
recommend alternative treatments, therapies, health care providers, or settings of
care to the individual;”
o Communications made “[t]o describe a health-related product or service … that is
provided by … the covered entity making the communication;” or
o Communications made “[f]or case management and care coordination, contacting
of individuals with information about treatment alternatives, and related functions
to the extent these activities do not fall within the definition of treatment.”

In addition, marketing communications that are (1) face-to-face with the patient or (2) in
the form of a nominally valued promotional gift are permitted by HIPAA and do not require a
HIPAA-compliant authorization.
“Treatment” is defined as “the provision, coordination, or management of health care and
related services by one or more health care providers, including the coordination or management
of health care by a health care provider with a third party; consultation between health care
providers relating to a patient; or the referral of a patient for health care from one health care
provider to another.” “Health care operations” is defined as any of the following: (1) “conducting
quality assessment and improvement activities, including case management and care
coordination [and] contacting of health care providers and patients with information about
treatment alternatives;” (2) “reviewing the competence or qualifications of health care
professionals;” (3) “activities related to the creation, renewal, or replacement of a contract of
health insurance or benefits;” (4) “conducting or arranging for medical review, legal services,
and auditing functions;” (5) “business planning and development;” and (6) “business
management and general administrative activities of the entity.” To meet the exceptions to the
definition of “marketing” under the second bullet, above, the purpose of the communication must
meet the definition of treatment or health care operations and one of the three sub-bullets under
the second bullet, above.
Real World Examples
ABC can (i) place a link on its website to XYZ’s website, (ii) place a banner ad on its
website for XYZ’s website, and (iii) institute a pop-up notification on its website that, if clicked
on, leads the user to XYZ’s website. If ABC does not receive any remuneration for these actions,
then it can encourage existing/future patients to visit ABC’s website. ABC should ensure that the
pop-up notification does not “pop up” as a result of specific patient PHI.
ABC can send a hard copy document or an email to its existing patients inviting them to
visit ABC’s website. Such a communication can be sent so long as it (i) describes ABC’s
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products and services and (ii) invites the patient to visit ABC’s website in order to learn more.
The fact that there will be a link to the XYZ website, or an ad for XYZ on the website, will not
interfere with ABC making such a communication.
ABC can send a hard copy document or an email to its existing patients asking if they
would like to discuss with ABC the products offered by an affiliated company. In this scenario,
ABC must access the patients’ PHI and use it to send the communication. If ABC simply sends
an e-mail or hard copy document that only contains the question of whether the patient would
like to discuss products offered by an affiliated company, then ABC would likely need to obtain
an authorization from the patient because that communication is not for treatment or health care
operations purposes. Alternatively, if ABC includes in the communication language that can be
attributed to a treatment or healthcare operations purpose, such as for case management or care
coordination, or provides information about treatment or healthcare provider alternatives, then
such a communication would likely not require ABC to obtain an authorization from the patient.
This issue would need to be analyzed according to a particular patient’s condition and needs.
ABC can call an existing patient about an issue related to the patient’s care or refill of
supplies, and also ask whether the patient would like to discuss with ABC products offered by an
affiliated company. This presents a different scenario than the preceding scenario because, in this
scenario, ABC calls an existing patient about an issue related to a patient’s care or refill of
supplies. Such a call from the outset has a treatment purpose. Nevertheless, if ABC also wants to
ask the patient if he would like to discuss products offered by an affiliated company, then in
order to avoid having to obtain an authorization, ABC needs to show that that specific question
has a treatment or healthcare operations purpose. To do this, ABC should have a similar
conversation to what was contemplated in the previous scenario, by which ABC is involved in
care coordination or is making a recommendation for an alternative treatment and/or healthcare
provider. In addition, ABC needs to engage in the same type of analysis as described in the
preceding scenario. ABC needs to be able to credibly argue that the purpose of the
communication is in furtherance of the patient’s care. As such, the communication needs to be
based on the condition and needs of the patient.
Without having to obtain a prior authorization, ABC can ask a new patient (who calls
ABC) whether he would like to discuss with ABC products offered by an affiliated
company…on condition that the question is properly worded to fit within an exception to a
marketing communication. As discussed in the previous two scenarios, ABC will need to ensure
that such a communication is for treatment or healthcare operations purposes by ensuring that the
communication recommends the patient to an alternative treatment or healthcare provider. This
type of communication would also fit under the definition of “healthcare operations” as care
coordination.
Without having to obtain a prior authorization, ABC may call existing non-Medicare
patients “out of the blue” for the sole purpose of asking them if they would like to discuss with
ABC products offered by an affiliated company…so long as the question is properly worded to
fit within an exception to a marketing communication. As seen in the preceding three scenarios,
these communications are permitted without first obtaining an authorization from the patients if
ABC properly words such communications to fit within treatment or healthcare operations
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purposes such as care coordination or recommendations of treatment or health care provider
alternatives. In doing this, ABC needs to ensure compliance with the Telephone Consumer
Protection Act (“TCPA”).
In calling Medicare patient, ABC needs to be aware of the restrictions set out in Supplier
Standard #11 and in the telephone solicitation statute. The standard and statute prohibits ABC
from calling a Medicare patient unless one of the following applies: (i) the individual has given
written permission to the supplier to contact him by telephone concerning the furnishing of a
Medicare-covered item; (ii) the supplier has furnished a Medicare-covered item to the individual
and the supplier is contacting the individual regarding that item; or (iii) if the contact concerns
the furnishing of a Medicare-covered item other than a covered item previously furnished to the
individual, the supplier has furnished at least one covered item to the individual during the 15month period preceding the date on which the supplier makes such contact.
A Medicare-covered item means “medical equipment and supplies as defined in section
1834(j)(5) of the [Social Security] Act.” These items include durable medical equipment,
prosthetic devices, orthotics and prosthetics, surgical dressings, and more. The definition of a
Medicare-covered item is broad enough to encompass any equipment or supplies that, regardless
of whether a provider of such equipment or supplies is enrolled in Medicare, is covered by
Medicare. Accordingly, if the XYZ products that ABC would be discussing are Medicarecovered items, ABC is prohibited from contacting a Medicare beneficiary “out of the blue” for
the sole purpose of asking the patient whether he or she would like to discuss products offered by
an affiliated company, despite the fact that XYZ will not be enrolled in Medicare. The only
circumstance in which ABC would be allowed to make this call to a Medicare beneficiary is if (i)
the beneficiary has given written permission or if (ii) the contact concerns the furnishing of a
Medicare-covered item other than a covered item previously furnished to the beneficiary…and
ABC has furnished at least one covered item to the beneficiary during the 15-month period
preceding the date on which ABC makes the contact.
Assume that ABC desires to send a hard copy document or email to its existing patients
marketing XYZ’s products. Alternatively, assume that ABC desires to call an existing patient
and talk to him about XYZ’s products. Under these two scenarios, in which ABC communicates
with an existing patient via the telephone, e-mail, or mail and markets XYZ’s products, ABC
would likely need to first obtain a HIPAA-compliant authorization. On its face and with no
additional information, this communication is an obvious “marketing communication” and does
not meet any of the HIPAA exceptions. However, if ABC can word the communication to fit
within an exception to “marketing communication” to constitute a treatment or healthcare
operations purpose such as care coordination or recommendation of alternative treatments or
health care providers, then this communication may be permissible without first obtaining a
HIPAA-compliant authorization. Once again, the situation will need to be analyzed by ABC to
determine the patient’s condition and treatment needs. If this communication takes place via
telephone, ABC must ensure compliance with the TCPA for all patients…and compliance with
Supplier Standard #11 and the telephone solicitation statute when dealing with Medicare
beneficiaries. Lastly, the email communications need to comply with the CAN-SPAM Act.
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If a new or existing patient physically visits an ABC location, then ABC may market
XYZ’s products to the new or existing patient without a HIPAA-compliant authorization because
face-to-face communications with patients are exceptions to the requirement that marketing
communications require an authorization.
ABC may provide patients with a promotional gift of nominal value without obtaining a
HIPAA-compliant authorization because such a gift is explicitly excepted from that requirement
in the regulations. DHHS has provided guidance on what it considers to be a promotional gift of
nominal value, including such things as “sample products during a face-to-face communication,
or … calendars, pens, and the like, that display the name of a product or provider.” As such,
ABC can provide patients with similar items displaying XYZ’s name without first obtaining a
HIPAA-compliant authorization.
HIPAA-Compliant Authorization
A valid HIPAA authorization must contain at least the following:
(i)

A description of the information to be used or disclosed that identifies the
information in a specific and meaningful fashion;

(ii)

The name or other specific identification of the person(s), or class of persons,
authorized to make the requested use or disclosure;

(iii)

The name or other specific identification of the person(s), or class of persons, to
whom the covered entity may make the requested use or disclosure;

(iv)

A description of each purpose of the requested use or disclosure. The statement
“at the request of the individual” is a sufficient description of the purpose when an
individual initiates the authorization and does not, or elects not to, provide a
statement of the purpose;

(v)

An expiration date or an expiration event that relates to the individual or the
purpose of the use or disclosure. The statement “end of the research study,”
“none,” or similar language is sufficient if the authorization is for a use or
disclosure of protected health information for research, including for the creation
and maintenance of a research database or research repository;

(vi)

Signature of the individual and date. If the authorization is signed by a personal
representative of the individual, a description of such representative’s authority to
act for the individual must also be provided.

In addition to the requirements above, a valid authorization must contain the following
statements:
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(1)

(2)

The individual’s right to revoke the authorization in writing, and
either:
(A)

The exceptions to the right to revoke and a description of
how the individual may revoke the authorization; or

(B)

To the extent that the information in paragraph (c)(2)(i)(A)
of this section is included in the notice required by §
164.520, a reference to the covered entity’s notice.

The ability or inability to condition treatment, payment, enrollment
or eligibility for benefits on the authorization, by stating either:
(A) The covered entity may not condition treatment, payment,
enrollment or eligibility for benefits on whether the individual
signs the authorization when the prohibition on conditioning of
authorizations ... applies; or
(B) The consequences to the individual of a refusal to sign the
authorization when ... the covered entity can condition
treatment, enrollment in the health plan, or eligibility for
benefits on failure to obtain such authorization.

(3)

The potential for information disclosed pursuant to the
authorization to be subject to redisclosure by the recipient and no
longer be protected.

Moreover, the authorization must be written in plain language and the covered entity
must provide the individual with a copy of the signed authorization.
Accordingly, in the event ABC engages in a marketing activity that requires ABC to
obtain a valid authorization, ABC must document and retain the signed authorization containing
the above language and provide a copy to the patient.
_____________________________________________________________________________
THIS ARTICLE DOES NOT CONSTITUTE LEGAL ADVICE. THIS ARTICLE WAS
PREPARED ON A SPECIFIC DATE. THE LAW MAY HAVE CHANGED SINCE THIS
ARTICLE WAS WRITTEN. BEFORE ACTING ON THE ISSUES DISCUSSED IN THIS
ARTICLE, IT IS IMPORTANT THAT THE READER OBTAIN ADVICE FROM A HEALTH
CARE ATTORNEY.
F:\DOCS\6001\001\OTHER\2F17471.DOCX
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