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Poll for Attendees

What is your primary practice area?

1. Health Law?
2. Construction Law?
3. Other (or varied)?



22

Health Law Fundamentals

Heavily regulated industry:

 Subject to federal, state, local laws, rules, 
and regulations;

Differing statutes, regulations and guidance 
for licensure, reimbursement, tax exemption, 
accreditation.

 “Normal” business practices in other 
industries not allowed in health care.
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Health Law Fundamentals

 Broad scope of representation:
 Hospitals
 Physicians (Group Practices and Individuals)
 Post-Acute Care Facilities (Nursing Homes, Home Health/Care, Hospice)
 Clinically Integrated Networks (ACOs)
 Electronic Health Records and IT
 Billing/Coding Companies
 Lenders/Investors in Health Care Entities

 Support all aspects of “health care organizations”:
 Contracting & Transactions / Corporate
 Tax Exemption
 Compliance
 Financial Transactions
 Labor & Employment
 Litigation, Audits, Investigations
 Administrative Hearings (CONs, $ Appeals)
 Real Estate & Construction
 Data Privacy
 Information Technology & IP
 Environmental & Utilities
 Immigration
 Bonds / Public Finance
 Bankruptcy
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New Health Care Facilities

 Opening a new facility:

> New?

> Existing?

 Our Focus: New Facility 
(Construction):

>  $ 

>  Next steps

>  Obstacles? 

- Any fatal?
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Early Engagement and Setting 
Expectations

 Assess

Consultations

Work backwards:

$ < Certification

Certification <  Project 
Requirements
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Community acceptance?

Land development entitlements
• In correct zoning 

district?
• Any variances needed?
• Other legal constraints?
• Other practical 

challenges?

Zoning – Site Acquisition and Development
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Zoning –
Site Acquisition 
and Development







This Photo by Unknown Author is licensed under CC BY-SA
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Structuring the Transaction

Who Will Own the Facility?
 Health System / Provider

o Usually higher acuity
 Developer /Investor

o Usually lower acuity
 Various JV Structures

o Traditional sponsor/equity structure
o Developer / Provider JV
o Physician Investment Programs 
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Structuring the Transaction

 Type of Project

“On Campus” or 
“Off Campus”

Spec,           
Pre-Leased, or 
Build to Suit



1010

Structuring the Transaction

 Other structuring considerations

Health system clients organized as 
nonprofit entities exempt from taxation 
– maintaining exempt status underlies 
all business decisions.

Consider condominium structure to 
separate different uses within same 
structure

 Stark, Anti-Kickback, and other 
regulatory considerations



1111

Federal Fraud and Abuse Laws

 Anti-Kickback Statute (AKS) – 42 U.S.C. § 1320a-7b(b)
 AKS is a criminal statute that prohibits knowingly and willfully 

offering, paying, soliciting or receiving any remuneration (including a 
kickback, bribe or rebate) directly or indirectly, to induce or reward:
● A referral of any item or service covered by a federal health care 

program; or
● The purchasing, leasing, ordering, or arranging for (or 

recommending) any good, facility, service, or item covered by a 
federal health care program. 

 Physician Self-Referral Law (Stark Law) – 42 U.S.C. §
1395nn
 Strict liability civil statute prohibiting referrals between a physician (or 

family member) and any entity with which the physician (or family 
member) has a “financial relationship” (investment or compensation).

 A “booby trap rigged with strict liability”
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Federal Fraud and Abuse Laws (ctd.)

 Civil Monetary Penalties Law (CMP) – 42 U.S.C. § 1320a-7a
 Civil “catch-all” enabling assessment of money penalties (and exclusion) 

for fraudulent/abusive arrangements in addition to AKS/Stark (e.g., false 
claims, up-coding, services not medically necessary or furnished by 
excluded person);
● CMP liability for improper “beneficiary inducements” to influence selection of 

provider/services.  Need to structure “incentives” to any patients carefully.

 False Claims Act (FCA) – 31 U.S.C. § 3729
 FCA prohibits knowingly presenting (or causing to be presented) a false 

or fraudulent claim for payment/approval to government.

 FCA violations subject to treble damages, and monetary penalties of 
$11,463 to $22,927 per false claim (adjusted annually).

 Arrangements illegal under Stark, AKS subject to FCA liability 
(particularly through qui tam whistleblower suits).
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Exceptions to Federal Fraud and Abuse Laws

 AKS: Statutory exceptions, and OIG has established 
regulatory “safe harbors” of protected conduct.
 SHs for employment, office/space rental, discounts,

 If outside a safe harbor, a facts-and-circumstances analysis applies.

 Stark Law: Statutory and regulatory exceptions.
 Exceptions for employment, personal services, office/space rental.

 If an exception doesn’t apply, referrals are prohibited and subject to 
significant penalties.

 CMP: Statutory and regulatory exceptions.
 E.g., exceptions to prohibition on “remuneration” for purposes of 

beneficiary inducement clause provide flexibility.
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Exceptions to Federal Fraud and Abuse Laws –
(ctd.)

 Stark Law Exception for Space Rental:
1. In writing, signed, specifies premises covered;
2. Lease duration at least 1 year (cannot terminate and re-negotiate within original first year);
3. Space is reasonable and necessary for legitimate business purposes (can’t mask kickbacks by 

paying for empty floor) and used exclusively by lessee;
4. Rental charges set in advance, consistent with FMV, and do not take into account volume/value 

of referrals or other business, and are not percentage-based or per-click;
5. Commercially reasonable even without referrals;
6. Holdover permissible if FMV (any holdover premium must be in lease);

 Timeshare exception also available for certain arrangements.

 Location, Location, Location – Not in health care 
 Stark Law definition of FMV in part prohibits taking into account “additional value” the lessee would 

attribute to proximity/convenience to lessor where lessor sends patient referrals.

 Non-Payment of Rent / “Free” Use of Space or Equipment
 Failure to collect agreed amount can create second (unwritten) “financial relationship” subject to 

Stark Law penalties.

 Sham Lease arrangements common feature of fraudulent schemes targeted by DOJ & OIG. 
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Penalties for Non-Compliance

 AKS: 
 $100k per offense and up to 10 years imprisonment
 Civil Monetary Penalties (CMP 3x unlawful remuneration and $100k per violation)
 Exclusion from federal health care programs
 FCA liability

 Stark Law:
 Nonpayment of claims
 Recoupment of amounts received
 CMP $15k/violation + 3x claims
 $100k CMP for circumvention scheme
 $10k CMP for failure to report
 Exclusion 
 FCA liability

 FCA:
 Treble damages
 Penalties of $11,463 to $22,927 per false claim (statutory – no discretion)
 Suspension of payment
 Exclusion
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Notable Fraud/Abuse Settlements

 Tuomey Case – $237 Million, Settled for $72M
 Stark/FCA case arose from part-time employment Ks between nonprofit 

hospital and 19 physicians.

 10 year terms + base salary + annual salary adjustments based on previous 
year’s collections + “productivity bonus” equal to 80% of collections + 
potential “incentive bonus” of up to 7% of the productivity bonus.

 In exchange, the physicians agreed to perform outpatient procedures at 
Tuomey facilities and assign billing rights to Tuomey.

 Adventist Health – $118 Million Settlement
 Stark/FCA case alleging compensation to physicians in excess of FMV –

including bonuses tied to volume/value of referrals (even for part-time high 
value physicians) and luxury car leases, in part to convince MDs to sell 
practices.
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Health Care Construction: Regulatory Framework

 Community acceptance ≠ demand for services 

CON State?
 Certificate of need (CON) laws

● Area specific regulations

● Requires agency approval of expenditures for certain 
facilities

● Aims to control health care costs by restricting duplicative 
service
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Health Care Construction: Regulatory Framework

 Ohio’s history and reason for CON requirement and procedure: Matter 
of Timken Mercy Med. Ctr., No. 89AP-248, 1990 WL 80380, at *3 (Ohio 
Ct. App. June 12, 1990), aff'd sub nom. In re Timken Mercy Med. Ctr., 
61 Ohio St. 3d 81 (1991).

 Appeal of denial of CON: St. Dominic-Jackson Mem'l Hosp. v. 
Mississippi State Dep't of Health, 87 So. 3d 1040, 1054–55 (Miss. 
2012) (“This case is a classic example of wants versus needs.”)

 “Conditional” CON approval: Fort Washington Cmty. Hosp., Inc. v. S. 
Maryland Hosp. Ctr., 66 Md. App. 480, 505–06 (1986), aff'd sub nom. 
S. Maryland Hosp. Ctr., Inc. v. Fort Washington Cmty. Hosp., Inc., 308 
Md. 323, 519 A.2d 727 (1987)

 Competitor contesting health care provider’s right to proceed with 
construction: Matter of Wilkesboro, Ltd., 55 N.C. App. 313, 320 (1982)

 Importance of lease and other business transaction language: Ctr. for 
Specialty Care, Inc. v. CSC Acquisition I, LLC, 185 A.D.3d 34 (1st Dep’t 
2020)
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Reimbursement Requirements –
Additional Scrutiny

 Federal and state requirements for                        
program participation (Medicare, Medicaid).

 Medicare Conditions of Participation 42 CFR Ch. IV, 
Subchapter G – hospitals, long-term care facilities, 
home health services, specialized providers, 
suppliers, laboratories.

 Non-compliance can form basis for FCA liability, 
termination of Medicare enrollment.
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● Regulations vary 
across:
- Agencies
- Geographies
- Facility Types, 

and 
- Systems 
● State licensure 
laws and regulations 
present (often-
hidden) obstacles.

Impact of Regulatory 
Expectations



2121

Impact of Regulatory Expectations

Joint Commission and Centers for 
Medicare and Medicaid Services

Expectations for different facility types

 “Life Safety Code”/NFPA 101 and FGI 
Guidelines 
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Impact of Regulatory Expectations

Risk-based approach to life safety 
systems

Egress

Building type
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Impact of Regulatory Expectations

● State’s architectural standards

● Process 
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Project Delivery Methods

● Public vs. Private

● Structure - risk sharing
● Design-Bid-Build 
(“Hard Bid”)
● CM at Risk
● Program Manager/ 
Owner’s Rep. 

This Photo by Unknown Author is licensed under CC BY-SA
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Project Delivery Methods

General Contractors: 

Duties & 
Responsibilities

 GC vs. CM

- To Owner

-On time and on

budget

- To Subs

-Payment
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Project Delivery Methods

Design Professionals:

Design Drawings

Specifications: performance and design criteria that contractor must satisfy

Submittals

Construction Contract Administration (CA)
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Project Delivery Methods

 Integrated Project Delivery (IPD)

-Health care is one of the fewer industries that is 
actually doing IPD, and is doing it well

-IPD eliminates traditional remedies against the 
participants for committing errors

-Requires different mindset – gives up E & O 
insurance

-Includes subcontractors as part of

the team

-Insurance
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Traditional Model: Construction 
Contract Documents

Stipulated (Lump) Sum agreement

Cost of Work Plus Fee

Cost of Work Plus Fee and

Guaranteed Maximum 

Price (“GMP”)
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Construction Contract Documents

Lump Sum

 Clearly defined 
contractual roles

 Often required for public 
works

 Clearly defined scope

 Right to use least-cost 
assumptions

Lump Sum vs. Cost-Plus
Cost-Plus
● Design phase services/risk 
analyses
● “Relationships of trust” or 
fiduciary obligations
● Coordinated on 
sophisticated work
● More flexible roles of 
design team, contractors 
and owner’s representatives 
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Construction Contract Documents

 GMP

Plans & Specs 
less developed

Value 
Engineering in 
Process

Common with 
Construction 
Management 
Contracts
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Pertinent Construction Contract Terms 

 Preconstruction Services?

 Site Investigation

 Constructability Review

 Scheduling and Long Lead Times

 Estimating

 Risk Analysis

 Value Engineering

 Early Input from Key Trades

 Prequalification of Subcontractors
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Pertinent Construction Contract Terms 

 Standard of Care
 Updating Pre-Construction Estimates and Schedules

Bidders’ experience and qualifications are not a 
substitute for detailed record-keeping, regular progress 
reports and transparency

Notice Requirements
Reporting Requirements
Schedule Requirements

 Use of Contingency
 Change Orders

OH&P included
Extension of Time included
Limits on Recovery
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Pertinent Construction Contract Terms 

Insurance and Bonds

 Understanding who is providing coverage
 CGL v. Professional Liability v. Property
 Obtaining insurance that aligns with Agreement 
 Waivers of Subrogation
 Indemnity
 Indemnification as opposed to obligation to defend
 Indemnifying for losses caused by Party to be indemnified
 Claims covered by contractual indemnity obligation

 Bonds - Performance Bonds and Payment Bonds
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Pertinent Construction Contract Terms 

Cyberconnectivity and Cybersecurity

Contractor’s data privacy protocols

Contractor’s cyberinsurance
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Pertinent Construction Contract Terms 

 Substantial Completion –
Defining Substantial Completion 

 Delay: Options:
 Time Extension 
 Acceleration of work 
 Supplementation of work force 
 Suspension  
 Termination for convenience or cause

 Liquidated Damages, Mutual 
Waiver of Consequential Damages

 Punchlist Completion
 Contract Close-out – Deliverables 
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Pertinent Design Professional Agreement Terms 

Standard of Care-
Compliance with laws

Submittals

Scope of services – site 
visits

Indemnity

Limitations of liability
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The Moment of Truth

Occupancy – Local DOB
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The Moment of Truth

 The Licensing Survey

This Photo by Unknown Author is licensed under CC BY-SA

Social Security Act § § 1864 and 1902

42 C.F.R. 488

Plan of Correction:

Apollo Behavioral Health Hosp., LLC, DAB 
No. 2561, 2014 WL 1757954, at *7 (2014)

Dynamic Visions Home Health Servs. v. 
CMS, DAB No. CR2414, 2011 WL 3873396, 
at *3 (2011)

Waiver? Hardship vs. Health & Safety



3939

The Fallout

 The denial of licensure – Notice of Non-Compliance
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The Finger-Pointing: Allocation of Responsibility

● A/Es’ duties to their clients and the public derive from: 
1) common law, 
2) contract, and 
3) applicable statutes, building codes,

regulations and ordinances. 

● The A/E is responsible for designing in compliance with the laws, 
and visually confirming that the construction complies with the 
design plans/specifications.

● The GC is obligated to supervise construction work and construct 
project work in accordance with the design plans/specifications.

● Both A/E’s and GC’s breach of duty is either negligence or 
breach of contract.
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The Finger-Pointing: Allocation of Responsibility

 Elements of Negligence – Proximate Cause: 
 An engineer cannot be held liable where a project was not built 

according to the engineer’s design, even if the engineer’s design was 
a “bad design” from its inception. Montgomery Indus. Int’l, Inc. v. 
Southern Baptist Hosp. of Fla., Inc., 362 So. 2d 145 (Fla. 1st DCA 
1978) (affirming dismissal where a subcontractor unilaterally altered 
an architect’s plans and subsequently sued for construction defect)

 Brickman v. Walter Schoel Eng’g. Co., 630 So. 2d 424, 425 (Ala. 
1993) (affirming summary judgment entered in favor of civil engineer 
on the basis that any negligence in civil engineer’s preparation of 
storm water drainage plan for use in construction of subdivision 
“could not have been the proximate cause of damages to the 
plaintiffs’ houses” when the engineer’s storm water drainage plan 
was not constructed by the developers)

 Duty
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The Finger-Pointing: Allocation of Responsibility

 Faulty health care facility construction resulting in an 
inability to operate:
 Rochester Endoscopy & Surgery Ctr., LLC v. Desrosiers Architects, 

PC, No. 349952, 2020 WL 6231823, at *1 (Mich. Ct. App. Oct. 22, 
2020) 

● Discovery of construction defects post-operation:
○ Mountain View Hosp., L.L.C. v. Sahara, Inc., No. 4:07-CV-464-BLW, 
2011 WL 4962183, at *3 (D. Idaho Oct. 17, 2011) 

● Cost overruns:
○ Eagle Hill Corp. v. Comm'n on Hosps. & Health Care, 2 Conn. App. 
68, 77 (1984)
○ Lahey Clinic Found., Inc. v. Health Facilities Appeals Bd., 376 Mass. 
359, 359 (1978)
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Best Practices for New 
Health Care Construction Projects
 Non-conflicted fiduciaries

 Due diligence

 Familiarity with local jurisdiction’s and CMS requirements for planning, design and 
construction

 Procurement: bidder prequalification and bidder evaluation and award; robust legal 
agreements

 Considerations for differences in approach for new construction versus renovation in existing 
building

 Integrated system/transparency during CON application stage and post-approval

 Construction schedule of values/critical path 

 Architectural oversight during construction phase

 GC’s weekly reports: specific information to be addressed

 GC’s payment applications and requisitions: substantiation

and owner review in addition to architect’s review 

 Design professionals’ and expediter’s invoices: substantiation                                                  
per industry standard 

 Central project document system, owner oversight 

 Corporate compliance standards 

 Project close-out – responsibility for verifying as-builts

 Local consultants for addressing jurisdiction specific conflicts
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Thank you.

Cole Gearhart
Winstead PC

cgearhart@winstead.com
214.745.5285 Direct

Kristen Sherwin
Winstead PC

ksherwin@winstead.com
214.745.5392 Direct

Virginia Trunkes
Robinson+Cole

vtrunkes@rc.com
212.451.2996 Direct
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