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Agenda
▪ Key provisions in healthcare contracts with vendors/suppliers
– Indemnification
– Limitation of liability
– Scope of services
– Downstream compliance
– Payments
– Contract term and termination for convenience
– Assignment
– Change of control
– Performance requirements

– Privacy and security (HIPAA, PHI)
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Overview
▪

General Issues
– Types of Contracts
– Basic Questions
– General Considerations

▪

Health Care Industry Specific Issues
– Self-Referral
– Anti-Kickback Laws
– Managed Care
– Inurement/Private Benefit and nonprofit issues

– Patient Consent and Privacy
– Licensing, certification, accreditation
– Corporate Practice of Medicine
– False Claims Exposure

– Antitrust
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Basic Questions
▪ Who is providing the health care service?
▪ What is the setting in which the service is delivered?
▪ Will the service be provided directly to a patient?
▪ Are there Fraud and Abuse implications?
▪ Who is paying for the health care service?
– Government payor, insurer, HMO, etc.?

▪ Is there data being exchanged?

▪ Is this Agreement being put in place under a public health

emergency waiver?
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Indemnification
▪ An indemnification is a contractual obligation by

one party (indemnitor) to pay or compensate for the
losses, damages or liabilities incurred by another
party to the contract (indemnitee) or by a third
party.
▪ A duty to make good any loss, damage or liability

incurred by another.”
Indemnity, Black's Law Dictionary
(3rd Pocket Ed. 2006)

▪ Risk allocation tool
▪ Often limited to third-party claims
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Indemnification
▪ Each party shall indemnify, defend and hold harmless the other party

and its officers, directors, employees, agents, successors and assigns
("Indemnified Parties") from and against any and all liability, loss,
damage, claims or expenses of any kind whatsoever, including without
limitation, reasonable attorneys' fees which may be sustained, suffered,
recovered or made against any Indemnified Party by any third party
which arises from or is in any way connected with the indemnifying
party's negligent performance or failure to perform its duties and
obligations pursuant to this Agreement. This provision shall survive the
termination of this Agreement. No party shall be liable to an Indemnified
Party pursuant to the terms of this section in an amount greater than the
applicable insurance limit.
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Indemnification Considerations
▪ Standard of duty
– Negligence, reckless, willful, intentional

▪ Indemnification Procedures
– Notice of claim
– Control of defense
– Requirement to cooperate
– Settlement rights

▪ Consistency with limitation of liability provisions

▪ Insurance Coverage
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What Are Consequential Damages?
▪ “losses that do not flow directly and immediately

from an injurious act but that result indirectly from
the act."
Consequential Damages, Black's Law Dictionary
(10th Ed. 2014)
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Classifying as Consequential
▪ Direct Damages are “utterly foreseeable, indeed

certain.”
Rexnord Corp. v. DeWolff Boberg Assocs.,
286 F.3d 1001, 1004 (7th Cir.2002)

▪ Consequences are reasonably foreseeable but not

an invariable result of a breach.
▪ Example
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Key Issues Requiring Indemnification
Considerations in Health Care Contracts
▪ HIPAA Compliance

▪ Compliance with Laws
▪ Billing/coding liability
▪ Certification requirements
▪ Downstream compliance requirements
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Exclusion Checks
▪ Exclusion from participation in federal programs
– No payment will be made for any items or services furnished,

ordered, or prescribed by an excluded individual or entity.
– Applies to individuals providing
▪ Health care.
▪ Utilization review.
▪ Medical social work.
▪ Administrative services.

– Special Advisory Bulletin on the Effect of Exclusion from

Participation in Federal Health Care Programs
https://oig.hhs.gov/exclusions/files/sab-05092013.pdf
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New Requirements For Affiliates
▪ Disclosure of Affiliations Requirement
▪ https://www.foley.com/en/insights/publications/2019

/09/what-cms-rule-affiliations-means-healthproviders
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Insurance Requirements
▪ Is the vendor supplier sufficiently insured to meet

indemnification requirements?
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Scope of Services
▪ Services should be identified with specificity
– Service level specifications
▪ Use exhibits to outline services

– Company hereby engages Vendor to provide _________

services (the “Services”), as more fully described in Exhibit __
attached hereto and incorporated herein by this reference,
during the term of this Agreement, and Vendor hereby accepts
such engagement, on the terms and conditions set forth
herein.
▪ Describe deliverables, service standards, down times, coverage

times
▪ Record keeping requirements
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Scope of Services
▪ Who will be providing the services
– Independent contractors
– Qualifications of individuals

– Individual license/registration requirements
– Notice and replacement of individuals

▪ Where will services be provided
▪ Will services need to comply with applicable

policies and procedures
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Downstream Compliance
▪ General agreement to comply with laws
▪ Indemnification for failure to comply
▪ Contractor agrees to comply with all relevant

provisions applicable to Company
▪

The parties enter into this Agreement with the intent of conducting their relationship in full compliance
with applicable state, local, and federal law including, but not limited to, Joint Commission standards,
federal income tax laws, and the Medicare/Medicaid Anti-fraud statutes. Notwithstanding any
unanticipated effect of any of the provisions herein, neither party will intentionally conduct itself under
the terms of this Agreement in a manner to constitute a violation of the Medicare and Medicaid Antifraud and abuse law.
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Records Access
▪ Access to Records
–

Access to Records. As and to the extent required by law, upon the written request of the Secretary
of the Department of Health and Human Services, the Comptroller General or any of their duly
authorized representatives, each party shall make available those contracts, books, documents and
records necessary to verify the nature and extent of the costs of providing services under this
Agreement. Such inspection shall be available for up to four (4) years after the rendering of such
services. If either party is requested to disclose books, documents or records pursuant to this
Section for any purpose, the disclosing party shall notify the other party of the nature and scope of
such request, and the disclosing party shall make available, upon written request of the other party,
all such books, documents or records. Each party shall indemnify and hold harmless the other party
if any amount of reimbursement is denied or disallowed because of a party’s failure to comply with
the obligations set forth in this Section. Such indemnity shall include, but not be limited to, the
amount of reimbursement denied, plus any interest, penalties and legal costs. If either party carries
out any of the duties of this Agreement through a subcontract with a value of $10,000.00 or more
over a twelve (12) month period with a related individual or organization, such party agrees to
include this requirement in any such subcontract. This section is included pursuant to and is
governed by the requirements to 42 USC §1395x(v)(1)(l) and the regulations thereto.

▪ Implications of Direct Access to EMR and Data Use Restrictions
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MA Requirements
▪

42 C.F.R. 422.504

▪

e) Access to facilities and records. The MA organization agrees to the following:

▪

(1) HHS, the Comptroller General, or their designee may evaluate, through inspection, audit, or other means—

▪

(i) The quality, appropriateness, and timeliness of services furnished to Medicare enrollees under the contract;

▪

(ii) Compliance with CMS requirements for maintaining the privacy and security of protected health information and other personally identifiable information of
Medicare enrollees;

▪

(iii) The facilities of the MA organization to include computer and other electronic systems; and

▪

(iv) The enrollment and disenrollment records for the current contract period and 10 prior periods.

▪

(2) HHS, the Comptroller General, or their designees may audit, evaluate, or inspect any books, contracts, medical records, patient care documentation, and
other records of the MA organization, related entity, contractor, subcontractor, or its transferee that pertain to any aspect of services performed, reconciliation of
benefit liabilities, and determination of amounts payable under the contract, or as the Secretary may deem necessary to enforce the contract.

▪

(3) The MA organization agrees to make available, for the purposes specified in paragraph (d) of this section, its premises, physical facilities and equipment,
records relating to its Medicare enrollees, and any additional relevant information that CMS may require.

▪

(4) HHS, the Comptroller General, or their designee's right to inspect, evaluate, and audit extends through 10 years from the end of the final contract period or
completion of audit, whichever is later unless—

▪

(i) CMS determines there is a special need to retain a particular record or group of records for a longer period and notifies the MA organization at least 30 days
before the normal disposition date;

▪

(ii) There has been a termination, dispute, or allegation of fraud or similar fault by the MA organization, in which case the retention may be extended to 6 years
from the date of any resulting final resolution of the termination, dispute, fraud, or similar fault; or

▪

(iii) CMS determines that there is a reasonable possibility of fraud or similar fault, in which case CMS may inspect, evaluate, and audit the MA organization at any
time.
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MA Requirements cont.
▪

(i) MA organization relationship with first tier, downstream, and related entities. (1) Notwithstanding any
relationship(s) that the MA organization may have with first tier, downstream, and related entities, the MA
organization maintains ultimate responsibility for adhering to and otherwise fully complying with all terms and
conditions of its contract with CMS.

▪

(2) The MA organization agrees to require all first tier, downstream, and related entities to agree that—

▪

(i) HHS, the Comptroller General, or their designees have the right to audit, evaluate, collect, and inspect any
books, contracts, computer or other electronic systems, including medical records and documentation of the
first tier, downstream, and entities related to CMS' contract with the MA organization.

▪

(ii) HHS, the Comptroller General, or their designees have the right to audit, evaluate, collect, and inspect any
records under paragraph (i)(2)(i) of this section directly from any first tier, downstream, or related entity.

▪

(iii) For records subject to review under paragraph (i)(2)(ii) of this section, except in exceptional circumstances,
CMS will provide notification to the MA organization that a direct request for information has been initiated.

▪

(iv) HHS', the Comptroller General's, or their designee's right to inspect, evaluate, and audit any pertinent
information for any particular contract period will exist through 10 years from the final date of the contract
period or from the date of completion of any audit, whichever is later.

▪

(v) They will ensure that payments are not made to individuals and entities included on the preclusion list,
defined in §422.2.
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Payments
▪ Specificity of payment terms
– Compensation set in advance
– Remedies for non-payment

– What does payment cover
– How will it be determined
– When is it due

▪ Fraud and Abuse Implications
– No requirement of referrals
– Beware of percentage arrangements for marketing fees

– Fee splitting implications
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Payments continued
▪ Who is billing for the services provided
▪ Who is paying individuals who perform the service
▪

State and Federal Taxes. CONSULTANT acknowledges and agrees that, as an independent
contractor, it will be responsible for paying all required state and federal income taxes, social security
contributions, self-employment taxes, and other mandatory taxes and contributions and that CLIENT
shall neither withhold any amounts from the Compensation for such taxes or pay such taxes on
CONSULTANT's behalf.

▪

Independent Contractors Vendor is an independent contractor of the Company. No Vendor physician or
employee providing services hereunder shall for any purposes be considered an employee of Company.
Company shall not be liable for any salary payments, worker’s compensation contributions, income tax
withholding, unemployment insurance, FICA, employee benefits or other aspects of employment of any Vendor
physician or other employee.
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The Analysis Begins: The Anti-Kickback
Statute
▪ SSA Section 1128B – Criminal penalties

(42 USC 1320a-7b)
--”Knowingly and willfully solicits are receives …any kickback …or
rebate…directly or indirectly…”
-- “…in return for referring…for the furnishing or arranging for the
furnishing any item or service for which payment may be made...”
-- “…in return for purchasing, leasing, ordering or arranging for or
recommending …any good, facility service or item…”

-- “…for which payment may be made in whole or in part under a
Federal health care program…”
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Working With PHE Waivers
▪ Stark Waivers
– https://www.cms.gov/Medicare/Fraud-and-

Abuse/PhysicianSelfReferral/Spotlight

▪ Blanket Waivers
– https://www.cms.gov/files/document/summary-covid-19-

emergency-declaration-waivers.pdf

▪ Provider Relief Fund Compliance
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Practical Tips
▪ No contract will be perfect.
▪ Identify the reason for required changes
– Required by law

– Company policy
– Priority position

▪ Consider a checklist/sample preferred language
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Term & Termination
Assignment

The Agenda

Change of Control
Performance
Requirements
Force Majeure
Privacy & Security
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Term & Termination

31
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Term
▪ How

long the agreement is in effect
▪ How the agreement can be extended
▪ A simple provision with significant practical implications
▪ Each party should carefully weigh the risks and benefits of the proposed
arrangement to arrive at the appropriate term

Term. The term of this Agreement commences on the
Effective Date and continues thereafter for one (1) year (the
“Initial Term”), unless and until sooner terminated as
provided in Section 1.3.
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Term (cont.)

ANTI-KICKBACK
SAFE HARBORS

STARK
EXCEPTIONS

Personal Services Arrangements
•
The term of the agreement is for not less than 1
year.

Personal Services Arrangements
•
The duration of the arrangement is for at least 1
year.
•
If the arrangement is terminated with or without
cause, the parties may not enter into the same or
substantially the same arrangement during the first
year of the original arrangement.

Equipment & Space Leases
•
The term of the lease is for not less than 1 year.

Equipment & Space Leases
•
The duration of the lease must be for at least 1
year.
•
If the lease is terminated with or without cause, the
parties may not enter into a new arrangement
during the first year of the original lease
arrangement.
•
Special requirements for holdover lease
arrangements.
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Termination
WITH CAUSE
•
•
•
•
•

Termination for specified reasons
contained in the contract
Opportunity to cure
Notice requirements
Self-reporting requirements
Examples:
•
Material breach of
representations, warranties,
covenants or other
obligations
•
Nonpayment
•
Loss or change of insurance
•
Loss of licensure
•
Government investigations
•
Compliance with laws/taxexemption requirements
•
Patient safety

WITHOUT CAUSE
• Termination for convenience/for
any reason
• One or both parties
• Notice requirements
• Time restrictions (e.g., before of
after expiration of initial term)
• Penalties
• Example:
• Either party may terminate this
Agreement, for any reason,
upon not less than forty five
(45) days prior written notice to
the other party delivered in
accordance with Section 11
stating such party’s intention to
terminate this Agreement.

IMMEDIATE
•
•

Immediate termination (with or
without notice) for specified
reasons contained in the contract
Examples:
• Exclusion from governmental
programs
• Loss of license
• Loss of medical staff
privileges
• Loss of insurance
• Government investigations
• Compliance with laws/taxexemption requirements
• Bankruptcy
• Change of control
• Patient safety
• Inappropriate behavior
• Mutual consent of the parties

Stark Law. In the event of termination of this Agreement
effective at any time during the initial twelve (12) months of
the initial term, the parties will not enter into the same or
substantially the same arrangement during such one (1)
year period.
36
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Assignment
&
Change of Control
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Assignment
▪ Contracts

can typically be assigned freely unless anti-assignment provision
▪ Anti-Assignment Provision
▪ Assignment or delegation?
▪ How is the contract assigned (advance notice)?
▪ What consent is required?
▪ Can consent be refused?
▪ Who are the “affiliates”?
Assignment. Neither party may directly or indirectly assign,
transfer or delegate any of or all of its rights or obligations under
this Agreement, voluntarily or involuntarily, including by Change
of Control, merger (whether or not such party is the surviving
corporation), operation of law or any other manner, without the
prior written consent of the other party.
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Change of Control
▪ Frequently

overlooked
▪ Can complicate future acquisitions and increase acquisition costs
▪ Not all change of control provisions are triggered by the same action
▪ Types of change of control
▪ Asset Purchase
▪ Equity Purchase
▪ Merger
▪ Operation of Law
▪ Management agreement
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Assignment (cont.)
▪ Unless

an exception applies, Medicare payment can only be made to the
provider who furnished the service. 42 U.S.C. 1395u(b)(6)
▪ Exceptions:
▪ Payment to agent furnishing billing or collection services
▪ Payment to employer
▪ Payment for services provided under a
▪ Include a provision

contractual arrangement

in the contract if third party is billing for physician’s services
Reassignment. During the term of this Agreement and for a
reasonable amount of time thereafter, Physician hereby assigns
to Practice the right to bill and collect for all professional
services rendered to patients. Upon termination of this
Agreement for any reason, all such accounts receivable then
outstanding shall be the full and exclusive property of the
Practice and not subject to any claim by Physician.
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Performance Requirements
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Performance Requirements
▪ Duties

▪ Avoiding ambiguities
▪ Incorporating

legally required duties
▪ Restrictive covenants
▪ Service Level Agreements
▪ Uptime guarantees
▪ Performance credits
▪ Reporting service levels

45
45

46
46

Performance Requirements (cont.)
ANTI-KICKBACK
SAFE HARBORS

STARK
EXCEPTIONS

Personal Services Arrangements
• The agreement covers all of the services provided for the term of the
agreement and specifies the services to be provided by the agent.
• If the agreement is intended to provide for the services of the agent on
a periodic, sporadic or part-time basis, rather than on a full-time basis,
the agreement specifies exactly the schedule of such intervals, their
precise length, and the exact charge for such intervals.
• The aggregate services contracted for do not exceed those which are
reasonably necessary to accomplish the commercially reasonable
business purpose of the services.

Personal Services Arrangements
• The arrangement is set out in writing, is signed by the parties, and specifies
the services covered by the arrangement.
• The arrangement covers all of the services to be furnished by the physician
(or an immediate family member of the physician) to the entity.
• The aggregate services covered by the arrangement do not exceed those
that are reasonable and necessary for the legitimate business purposes of
the arrangement.

Equipment & Space Leases
• The lease agreement is set out in writing and signed by the parties and
covers all of the equipment/space leased between the parties for the
term of the lease and specifies the equipment/space covered by the
lease.
• If the lease is intended to provide the lessee with use of the
equipment/space for periodic intervals of time, rather than on a fulltime basis for the term of the lease, the lease specifies exactly the
schedule of such intervals, their precise length, and the exact rent for
such interval.
• The aggregate rental does not exceed that which is reasonably
necessary to accomplish the commercially reasonable business purpose
of the rental.
• The lease arrangement would be commercially reasonable even if no
referrals were made between the parties.

Fair Market Value Compensation
Equipment & Space Leases
• The lease agreement is set out in writing and signed by the parties and
specifies the equipment/space covered by the lease.
• The equipment/space leased does not exceed that which is reasonable and
necessary for the legitimate business purposes of the lease and is used
exclusively by the lessee when being used by the lessee and is not shared
with or used by the lessor or any person or entity related to the lessor.
Special rule for common space in space leases.
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Force Majeure
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Force Majeure
When the unexpected happens….
▪ What

crises can the parties predict?
▪ How will these events change your clients business? Obligations to other third
parties? Patients?
▪ Addressing the current pandemic.
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Privacy and Security
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What Data?

What Laws?
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Privacy & Security (cont.)
▪ Data

▪ Business Information
▪ Personal Information
▪ Medical Information
▪ Laws

▪ International
▪ Federal
▪ State
▪ Security
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What is HIPAA?
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Privacy & Security (cont.)
▪ Health Information Portability and

Accountability Act

▪ Passed by

Congress in 1996
▪ Latest regulatory expansion in 2013
▪ National standard for health information privacy and security
▪ State laws can expand upon these protections
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The Privacy Rule

55
55

Privacy & Security (cont.)
▪ Protected

Health Information (PHI):
▪ Anything that can identify a specific individual, received or
recorded in any form or medium, whether paper-based or
electronic, by a health care provider that:
▪ Relates to the provision of care to an individual; the past,
present, or future health or condition of any individual; or
the past, present, or future payment for the provision or
care for an individual
▪ Includes genetic information
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Privacy & Security (cont.)

A Covered Entity (CE) is any
health care provider who
transmits
any
health
information in any “covered
transaction.”
“Covered transactions” are
those for treatment or
payment purposes sent to a
health plan or other paying
entity.
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Privacy & Security (cont.)
▪ Business
▪

▪

Associates (BA)

Person or entity that performs certain functions or activities that invoice the use or disclosure
of PHI on behalf of, or provides service to, a covered entity.
A third party administrator that assists a health plan with claims processing.
A CPA firm whose accounting services to a health care provider involve access to protected
health information.
An attorney whose legal services to a health plan involve access to protected health
information.
A consultant that performs utilization reviews for a hospital.
A health care clearinghouse that translates a claim from a non-standard format into a
standard transaction on behalf of a health care provider and forwards the processed
transaction to a payer.
An independent medical transcriptionist that provides transcription services to a physician.
A pharmacy benefits manager that manages a health plan’s pharmacist network.
Not a member of the workforce.

▪ Must

have a formal written Business Associate Agreement with the CE signed
before beginning services
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Privacy & Security (cont.)
▪ Business

Associate Agreements
▪ Mandatory terms
▪ Notice of events
▪ Control of breach notifications
▪ Underlying contract terms
Indemnification
Limitations on liability carve outs
Cyber-risk insurance
Survival
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Privacy & Security (cont.)
▪ Permitted Uses

and Disclosures – PHI may be used or
disclosed by a CE for the following purposes:
▪ To a health plan or other provider for the treatment or
payment of an individual’s care, or within the CE for the CE’s
internal operations
▪ To a BA as permitted or required by the Business Associate
Agreement
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Privacy & Security (cont.)
▪ OCR

is ramping up enforcement of HIPAA breaches
▪ OCR is using its database of reported breaches to look for
trends and patterns which suggest an entity does not have a
“culture of compliance”
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Contact me at bglitman@honigman.com or 313-465-7378
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WWW.HONIGMAN.COM
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