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Program Objectives:
Overview of Nursing Home Laws & Regulations

Discussion of relevant laws, regulations, and surveys

Pleading and affidavit requirements

Common types of injuries

Common defenses and plaintiff strategies

PREP Act and its effect on providers
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Laws 
Regulations
Surveys
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The Laws that 
Protect Long-

Term Care 
Residents & 

Patients

Illinois

 Illinois Nursing Home Care Act
 210 ILCS 45/1

 Illinois Administrative Code Title 77, Section 
300.1210 – General Requirements for Nursing and 
Personal Care

 Omnibus Budget Reconciliation Act of 1987 
(“OBRA”)

 42 U.S. Code Title 42 – The Public Health and Welfare

 Similar State “Elder Neglect/Abuse” Statutes and 
Regulations
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The Laws that 
Protect Long-

Term Care 
Residents & 

Patients

Connecticut

 1987 Nursing Home Reform Law

 Connecticut General Statutes Chapter 368v - Health 
Care Institutions including Long Term Care Facilities 
and Nursing Homes

 Public Health Code of the State of Connecticut, 
Chapter IV, Section 19-13-D

 Similar State “Elder Neglect/Abuse” Statutes and 
Regulations

 Connecticut General Statutes Chapter 319h –
Protection of the Elderly

 Omnibus Budget Reconciliation Act of 1987 
(“OBRA”)

 42 U.S. Code Title 42 – The Public Health and Welfare
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The Laws that 
Protect Long-

Term Care 
Residents & 

Patients

Tennessee

 Tennessee Health Care Liability Act

 Tennessee Rules and Regulations – Chapter 1200-08-
06 – Standards for Nursing Homes

 42 U.S. Code Title 42 – The Public Health and Welfare

 Omnibus Budget Reconciliation Act of 1987 
(“OBRA”)
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Prima facie 
Evidence of 
Negligence

“[T]he violation of a statute or ordinance designed 
for the protection of human life or property is prima 
facie evidence of negligence.”

Davis v. Marathon Oil Co., 64 Ill. 2d 380, 390-91 (1976)
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Kalata v. 
Anheuser-Busch 
Companies, Inc.,

144 Ill. 2d 425, 
434-35 (1991)

 Plaintiff must show:
1. The violation proximately caused the injury 

2. The statute or ordinance was intended to protect 
the class of persons to which the party belongs; 
and

3. That the injury suffered was of the type that the 
ordinance was designed to protect against.  
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Prima facie 
Evidence of 
Negligence

“[T]he jury in a negligence per se case need not 
decide whether the defendant acted as an 
ordinarily prudent person would have acted 
under the circumstances.  They merely decide 
whether the relevant statute or regulation has 
been violated.  If it has, the defendant was 
negligent as a matter of law.”

Considine v. City of Waterbury, 279 Conn. 830, 861 (2006)
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Gore v. People’s 
Savings Bank, 
235 Conn. 360 

(1995)

 Plaintiff must show:
1. Plaintiff is a member of a class protected by the 

statute

2. The injury is of the type the statute was intended 
to prevent

3. The statutory negligence is the proximate cause of 
plaintiff’s injury.
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Claimant’s 
Burden of Proof in a 
Medical Malpractice 

Action

Connecticut

 The claimant shall have the burden of 
proving:

 By a preponderance of the evidence that the 
alleged actions of the health care provider 
represented a breach of the prevailing 
professional standard of care.

 The prevailing professional standard of care for 
a given health care provider shall be that level of 
care, skill and treatment, which in light of all 
relevant surrounding circumstances, is 
recognized as acceptable and appropriate by 
reasonably prudent health care providers. 

Connecticut General Statutes § 52-184c
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Evidence 
Required to be 

Produced by 
Claimant

Tennessee

 Claimant must produce expert testimony in support 
of his/her burden of proof

 That expert must:

 have been licensed to practice in Tennessee or a 
contiguous state bordering state

 in a profession or specialty which would make the 
expert’s testimony relevant to the issues in the case

 during the year preceding the date that the alleged 
injury or wrongful act occurred
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Claimant’s 
Burden of Proof

Tennessee

 The claimant shall have the burden of proving:

 (1) the recognized standard of acceptable 
professional practice in the profession and specialty 
thereof that the defendant practices in the 
community in which the defendant practices or in a 
similar community at the time the alleged injury or 
wrongful action occurred;

 (2) that the defendant acted with less than or failed 
to act with ordinary and reasonable care; and 

 (3) as a proximate result of the defendant’s negligent 
act or omission, the plaintiff suffered injuries which 
would not otherwise have occurred.
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Admission of 
OBRA

Regulations

 Congress enacted the OBRA regulations governing 
nursing homes to “improve the quality of care for 
Medicaid – eligible nursing home residents, and 
either to bring substandard facilities into compliance 
with the Medicaid quality of care requirements or to 
exclude them from the program.” Brogdon, 103 F. 
Supp. 2d at 1331 (citing H.R. Rep. No. 100-391, at 452 
(1987)). 

 OBRA regulations are “minimum” and mandatory.

 Cook County in Illinois has ruled that allegations of 
OBRA regulations do not establish the standard of 
care and are stricken from the pleading when 
defense files a motion to dismiss.
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OBRA 
Regulations

 Department of Developmental Services Health 
Standard No.: 22-1 – Ensuring Statewide Compliance 
with the Requirements of OBRA

 Applies to all individuals for whom the department 
bears direct oversight responsibility for their health 
and safety who are being considered for admission to 
a Connecticut nursing facility.

 Provides guidance to DDS staff whose responsibilities 
include referrals and determinations for individuals 
admitted to a nursing facility.
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Admission of 
NHCA & Illinois 
Administrative 

Code Chapter 
300

 The requirements regarding care and treatment of 
residents of long-term care facilities set forth in the 
federal statutes and regulations in large part mirror 
those set forth in the Illinois Nursing Home Care Act 
and regulations set forth in Chapter 300 of the Illinois 
Administrative Code
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Admission of 
Connecticut 

General 
Statutes and 
Regulations

 The requirements regarding the care and treatment 
of residents in long-term care facilities set forth in 
Connecticut General Statutes, Chapter 368 and 
Public Health Code of Connecticut Chapter IV, 
Section 19-3-D, in large part, mirror the federal 
statutes and regulations.
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Pleading & 
Affidavit 
Requirements
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State Nursing Home Care statutes -Illinois 
Nursing Home Care Act

Survival Action -Common Law Negligence

Wrongful Death Action

 735 ILCS 5/2-622 Affidavit of a healthcare 
provider for Wrongful Death claims in 
Illinois
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 Personal Injury-Common Law 
Negligence/Negligence Per Se – Connecticut

 Personal Injury-Medical Malpractice-§ 52-190a 
Requires a Certificate of Good Faith and an 
Opinion Letter from a Similar Healthcare 
Provider 

 To show the existence of a good faith inquiry 
that there are grounds to believe that medical 
negligence has occurred, the complaint must 
include a written and signed opinion of a 
similar health care provider that there appears 
to be evidence of medical negligence and 
include a detailed basis for the formation of 
such opinion.
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Statute of 
Limitations

Connecticut

 The statute of limitations to bring a claim of 
ordinary negligence or medical malpractice 
against a health care facility in Connecticut 
is 2 years. 

Connecticut General Statutes § 52-584

 Upon petition to the clerk of the court, an 
automatic 90 day extension shall be granted 
to allow the reasonable inquiry required to 
certify that there is a good faith belief that 
there has been negligence in the care or 
treatment of the claimant.

Connecticut General Statutes § 52-190a (b)
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Damages

Connecticut

 Connecticut has no limitations on damages’ 
awards.
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Loss of 
Consortium

(Spousal)

Connecticut

 Connecticut recognizes common law derivative 
claims for loss of spousal consortium resulting from 
injury to one’s spouse during the spouse’s lifetime.

 Connecticut also has a statutory cause of action for 
spousal loss of consortium resulting from the death 
of one’s spouse.

 “Any claim or cause of action for loss of consortium 
by one spouse with respect to the death of another 
spouse shall be separate from and independent of all 
claims or causes of action for the determination of 
damages with respect to such death.”

Connecticut General Statutes § 52-184c
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Loss of 
Consortium

(Parental)

Connecticut

 Connecticut recognizes common law derivative 
claims for loss of parental consortium. 

 Loss of parental consortium claims are limited to 
claims for damages resulting from a parent’s injury 
during the parent’s lifetime. 

Campos v. Coleman, 319 Conn. 36 (2015)
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Claimant’s 
Pre-Suit 

Requirements

Tennessee

Any person asserting a potential claim for health care 
liability shall give written notice for the potential claim 
to each health care provider that will be named a 
defendant at least 60 days before filing a complaint.
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Pre-Suit Notice 
Requirements 

Tennessee

 The notice shall include:

 full name and date of birth of patient whose 
treatment is at issue

 name and address of the claimant authorizing the 
notice and the relationship to the patient

 name and address of attorney sending the notice

 list of the name and address of all providers being 
sent a notice

 a HIPAA compliant authorization permitting the 
provider receiving the notice to obtain complete 
medical records from each other provider being sent 
a notice
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Statute of 
Limitations

Tennessee

 The statute of limitations for a health care liability 
action in Tennessee is 1 year

 If notice is provided, the statute of limitations is 
extended for 120 days
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Certificate of 
Good Faith

Tennessee

 In any health care liability action in which expert 
testimony is required, a certificate of good faith shall 
be filed with the complaint.

 The certificate of good faith shall state that an 
expert has been consulted with who has provided a 
signed written statement confirming that that 
expert:

 is competent to express an opinion

 believes that there is a good faith basis to maintain 
the action 
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Limitations on 
Damages

Tennessee

 Compensation for noneconomic damages suffered 
by each injured plaintiff shall not exceed $750,000.

 If injury or loss is catastrophic in nature, the amount 
of noneconomic damages shall not exceed 
$1,000,000.

 spinal cord injury resulting in paraplegia or 
quadriplegia

 amputation of hands or feet or one of each

 third degree burns over 40% or more of body or face

 wrongful death of parent leaving minor child
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Limitations on 
Damages

Tennessee

 Punitive damages are limited to either two times the 
total amount of compensatory damages awarded or 
$500,000 – whichever is greater
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Common Types 
of Injuries
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Common 
Types of 
Injuries

36

Pressure sores

Fall cases

Urinary tract infections

Malnutrition

Medication error
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Common 
Defenses & 
Strategies
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Common 
Defenses & 

Strategies

 Demonstrating compliance with State statutes and 
State and Federal regulations

 Third-Party fault

 Regulatory data

 Family testimony

 Defending cases involving skin breakdown and falls

 Unavoidability
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Third-Party 
Fault
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Third-Party 
Fault

When to point the finger and when to 
have a unified defense.

Is there an unnamed treating physician 
who contributed to the injury?

Is there a hospitalization or residency at 
another facility either before or after the 
residency at your facility?
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Regulatory Data
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Klein v. Vanek, 
86 F.Supp.2d 812 
(N.D.Ill.2000)

 A key factor in determining admissibility of the IDPH 
report is the credibility of the investigatory process in 
preparing such a report. 

 The court must look at “whether the report was 
prepared or compiled in a way that indicates that its 
conclusions can be relied upon….”

 The Court concluded that the circumstances 
surrounding a Chicago Police Department Office of 
Professional Standards report investigation, including 
investigator judgment of the credibility of staff 
members, a failure to interview a number of interested 
persons, and a lack of special skill in determining the 
facts at issue, indicated a lack of trustworthiness in the 
findings
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Absence of an 
IDPH Report

 Under Illinois Rule of Evidence 803(10), “to prove 
the absence of a record, report, statement, or data 
compilation, in any form, or the nonoccurrence or 
nonexistence of a matter of which a record, report, 
statement, or data compilation in any form, was 
regularly made and preserved by a public office 
or agency, evidence.”  Ill. R. Evid. Rule 803(10)

 Federal Rule 803(10)

 The IDPH does not investigate and report every 
single negligent act and omission by a medical 
facility. 

43



Admitting 
IDPH Reports

 In order to be admissible as a public record, the 
Plaintiff must show that the document is 
reliable and accurate.  People v. Hall, 314 
Ill.App.3d 688, 750 (4th Dist. 2000).

 If the document lacks trustworthiness, the 
Court can refuse to admit it.  People v. Kautz,
272 Ill.App.3d. 444, 450 (2nd Dist. 1995). 
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IDPH Report: 
Rule 403 
Hurdles 

The IDPH findings are probative as to whether 
or not the Defendant facility complied with the 
federal OBRA rules governing nursing homes

This citation will only aid the trier of fact in 
making a determination as to whether or not 
the Defendant acted in accordance with the 
standard of care, State and Federal regulations 
and Defendant facility’s policies and 
procedures. 
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Expert 
Reliance On 
IDPH Reports 
Even When 
Not In 
Evidence

An expert may base an opinion or inference on 
data not in evidence, if it is of a type reasonably 
relied upon by experts in the particular field. 
People v. Williams, 238 Ill.2d 125 (2010).
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DPH Report

DPH findings may be probative as to whether 
or not the Defendant facility complied with the 
federal or state statutes and regulations.

Connecticut lacks appellate authority on the 
issue, however, DPH findings contain 
testimony from people who may not have had 
a duty to transmit information or may not have 
had personal knowledge of the matters 
contained in the record, and are frequently 
excluded from evidence. 
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Admitting 
DPH Reports

To be admissible as a public record, the 
proponent must establish “the record, report, 
statement or data compilation was made by a 
public official under a duty to make it … and … 
the official or someone with a duty to transmit 
information to the official had personal 
knowledge of the matters contained in the 
record, report, statement or data compilation.” 

CT Code of Evid. §§ 8-3
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Expert 
Reliance On 
DPH Reports 
Even When 
Not In 
Evidence

The facts upon which an expert bases an opinion 
“need not be admissible in evidence if of a type 
customarily relied on by experts in the particular 
field in forming opinions on the subject.  Facts 
relied on pursuant to this subsection are not 
substantive evidence, unless otherwise 
admissible.” 

CT Code of Evid. §§ 7-4(b)
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Reasons for 
Plaintiff  to 
Attempt  to 
Bar the 
Mention of a  
Negative IDPH 
Report

Different standard than a jury uses to decide a 
case at trial

No witness disclosed on investigation, method, 
or opinions formulated

Hearsay concerns

Usurp Role of the Jury

These are the same reasons defendants will 
move to bar mention of a positive IDPH report
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Staffing & 
CMS data

51

Publicly available data

If compiled, Plaintiff will disclose 
expert as both a summary fact 
expert & an analytical expert
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Family 
Testimony
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Family 
Testimony on 
Pain & 
Suffering

 Plaintiff’s counsel will ask the family to stick to observations
 Moaning

 Grimacing

 Yelling

 Any pain prior to the injury

 Plaintiff’s counsel will ask family members to stay away 
from broad claims that an individual was in pain

 Foundational issues

 Might be hard to determine what was causing pain
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Pain & 
Suffering 
Damage 
Testimony

The Defense will argue 
no documentation of 
pain means the resident 
did not suffer any pain

Plaintiff will turn that 
defense against them 
from the get-go
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Rules of the 
Road for Pain 
Documentation

 Plaintiff will establish rules regarding the frequency and 
documentation of pain assessments

 Initial Pain assessment
 Resident able to express pain?

 Family observations

 Pressure sore assessments

 Pain evaluations

 Orders for pain

 Monitor effects of pain medication
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Family 
Testimony on 
Pressure 
Sores

 Family members will describe the wound
 Size and shape (compare to an object e.g., orange, fist, football)

 Smell

 Color

 Drainage

 Family members will testify as to what changes the wound 
caused in life

 Can’t be turned or placed on certain areas

 Restriction on sitting

 Wound vac debridement 

 Plaintiff will establish a foundation for photographs

 Family members will be advised to avoid broad declarations 
that the wound appeared infected
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Day-in-the-
Life Videos

 The Plaintiff will argue they should be able to 
admit photographic evidence, as it is relevant to 
her injuries and subsequent damages. 

 The Plaintiff will argue if a photograph has 
sufficient probative value, it should be admitted 
in spite of the fact that it may be gruesome or 
inflammatory. Kimble v. Earle M. Jorgenson Co., 
358 Ill. App. 3d 400, 417 (1st Dist. 2005)

 Day-in-the-life videos should be admitted into 
evidence on the same basis as photographs. 
Cisarik v. Palos Community Hosp., 144 Ill. 2d 339, 
341 (1991).
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Day-in-the-
Life Videos

 Under Connecticut law, original photographs and videos 
may be admitted into evidence after they have been 
properly authenticated and a copy is admissible to the same 
extent as an original unless a genuine question is raised as 
to the authenticity of the original or the accuracy of the 
copy or under the circumstances it would be unfair to admit 
the copy in lieu of the original.  

CT Code of Evid. §§ 10-2 &10-3
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Day-in-the-
Life Videos

 Day-in-the-life videos speak to Plaintiff’s pain and suffering, 
humiliation, the severity of her injuries, her disability and 
disfigurement, and the family’s grief and sorrow

 Under Illinois law, photographs and videos may be admitted 
into evidence after they have been properly authenticated 
and proven to be an original.  Ill. R. Evid. 1002.
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Day-in-the-
Life Videos

 The Plaintiff will argue she should be able to 
admit photographic evidence, as it is relevant 
to her injuries and subsequent damages. 

 The Plaintiff will argue if a photograph has 
sufficient probative value, it should be 
admitted in spite of the fact that it may be 
gruesome or inflammatory .  

 “A potentially inflammatory photograph may 
be admitted if the court in its discretion, 
determines that the probative value of the 
photograph outweighs the prejudicial effect.”  
State v. Williams, 227 Conn. 101 (1993)
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Defense 
Strategies
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First Steps to 
Defend

 Resident specific records (care and treatment)
 Gather the official chart

 Collect records concerning resident not included in 
official chart

 Shower Sheets/Skin Assessment Sheets

 Weight Records

 Meal Intake Records

 Facility Wound Logs

 Turning & Repositioning Records

 Bowel/Bladder Elimination Records

 Photographs

 ADL Records

 Nursing Shift Reports

 24-hour Reports

 Logs: Controlled Substances
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First Steps to 
Defend

 Resident Records:
 Third-Party Provider Records

 Business File

 Incident Reports

 Self-Report Records

 Grievance Reports

 Visitor Logs
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First Steps to 
Defend

 Record Collection: Facility Records: Not Resident 
Specific

 Policies and Procedures

 IDPH Survey Reports

 Plans of Correction

 Survey File

 In-Service Records

 Attendance

 Sign-In Sheets

 Employee Schedules

 Employee Time-Cards

 Employee Assignment Sheets
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Investigation

 Interview Witnesses: Attorney-Client Privilege
 Establish Attorney-Client Relationship

 Current Employees

 Former Employees

 Find out the “Routine” to acquire the undocumented 
story

 Turning & Repositioning

 Mattresses and Chair Cushions

 Water Pass: Mid-morning, Mid-Afternoon, Evening

 Alternative Food Choices

 Dietary Workflow: Special Diets

 Develop Evidence of Facts that Do Not Appear in the 
Written Record
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What 
Establishes the 
Standard of 
Care?

Plaintiff

 OBRA regulations 
Standards of Care

 Illinois Regulations

 Policies and Procedures
 e.g., Wound Assessment 

Weekly

 Widely recognized industry 
standards

 e.g., National Pressure Ulcer 
Advisory Panel

Defendant

 OBRA regulations are 
standards for participation in 
Medicare.  OBRA regulations 
do not articulate how to care 
for a particular resident’s 
medical condition.

 Illinois regulations do not 
identify how to treat any 
particular resident’s health 
condition.

 Policies and procedures are 
guidelines and resources for 
clinical approaches to patient 
care.

 Expert testimony establishes 
the standard of care.
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What 
Establishes the 
Standard of 
Care?

 Plaintiff

 OBRA Regulations 
Standards of Care

 Department of Developmental 
Services Health Standard No.: 22-1

 Connecticut Statutes and Regulation 
 Connecticut General Statutes 

Chapter 368v - Health Care 
Institutions including Long Term 
Care Facilities and Nursing Homes

 Public Health Code of the State of 
Connecticut, Chapter IV, Section 
19-13-D

 Connecticut General Statutes 
Chapter 319h – Protection of the 
Elderly

 Policies and Procedures
 e.g., weekly wound care assessments, 

daily staffing and census reports

 Widely Recognized Industry 
Standards

 e.g., National Pressure Ulcer Advisory 
Panel

 Defendant

 OBRA regulations and Health 
Standard No.: 22-1 set forth 
standards for participation in 
Medicare. They do not articulate 
how to care for a particular 
resident’s medical condition.

 Connecticut Statutes and 
Regulations do not identify how to 
treat any particular resident’s 
medical condition.

 Policies and procedures are 
guidelines and resources for 
clinical approaches to patient care 
and do not articulate how to care 
for a particular resident’s medical 
condition.

 The only way to establish the 
standard of care is through expert 
testimony and all complaints must 
comply with CGS  52-190a.
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Why are the 
regulations 
important?

 Plaintiffs' attorneys argue the regulations form the 
standard of care;

 Plaintiffs' attorneys will seek admissions from 
Administrators in depositions that it is important for 
the staff to follow the regulations;

 Juries respond well to a regulatory framework; i.e., it 
makes sense to them; and

 This allows plaintiffs' attorneys to set up the "Reptile 
Theory" in their case.
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How are 
regulations 

used in 
litigation?

 The regulations (or the violation of the regulations) 
become the centerpiece of the plaintiff's case, rather 
than the care provided;

 The violation of a regulation opens the door for the 
plaintiff's attorney to argue negligence or neglect "per 
se"; and

 The repeated "known" (2567's) violation of regulations 
allow the plaintiff's attorney to establish control by the 
corporate “management” company.
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How can you 
use the 

regulations as 
the centerpiece 

of your 
defense?

 Establish that the conditions are "unavoidable" as 
defined by F 686 (FKA F314) and F 689 (FKA F323)
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Defending a 
Fall Case

 42 CFR 483.25(h) (F689) “Accidents”
”The facility must ensure that –

1) The resident environment remains as free of 
accidents hazards as is possible; and

2) Each resident receives adequate supervision and 
assistance devices to prevent accidents.”
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F 689 – Falls: 
How to Show 

Unavoidability

 The facility must ensure that the resident's 
environment remains as free of accident hazards as 
possible, and each resident receives adequate 
supervision and assistive devices to prevent accidents. 

 Identify hazards and risks;

 Evaluate and analyze hazards and risks;

 Implement interventions to reduce hazards and risks; 
and

 Monitor the safety plan and resident awareness for 
effectiveness, modifying interventions/update Care 
Plan.
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Falls: State 
Operations 

Manual 
(Appendix PP)

 Proper actions following a fall include:
 Ascertaining if there were injuries, and providing 

treatment as necessary;

 Determining what may have caused or contributed to 
the fall;

 Addressing the factors for the fall; and

 Revising the resident’s plan of care and/or facility 
practices, as needed, to reduce the likelihood of 
another fall.

 “NOTE: A fall by a resident does not necessarily 
indicate a deficient practice because not every fall 
can be avoided.”
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“Unavoidable” 
Requires Strict 
Adherence to 
the “Nursing 

Process”

1. Assessment;

2. Care planning;

3. Carrying out interventions and orders;

4. Continuing assessment for change of conditions;

5. Physician notification upon a change of condition 
with updating care plans and orders; and

6. Repetition of Steps 1 through 5.

*Chart all of the nursing process*
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Evaluation of 
Liability for 

Falls

 Fall Risk Assessment: Accuracy

 Care Plan: Did the Care Plan Address Fall Risks

 Implementation of Care Plan
 Did the facility follow its Care Plan

 Evaluation of Care Plan: Was the Care Plan updated 
after other falls

 Did the facility follow up after the fall
 Assess the resident for injuries

 Contact physician and family

 Provide appropriate follow up monitoring and 
treatment

 Evaluate whether there are “Delay” injuries apart from 
“Fall” injuries

 May not be liability for “Fall”

 May be liability for “Delay”
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Potential 
Theories & 

Defenses of 
Falls

 Fall out of bed
 Plaintiff’s Claim: Bed Rails Should Have Been Raised to 

Prevent Fall

 Defense: State Operations Manual, Appendix PP

“Side rails sometimes restrain residents. The use of side 
rails as restraints is prohibited unless they are necessary to 
treat a resident's medical symptoms or assist with physical 
functioning. Residents who attempt to exit a bed through, 
between, over or around side rails are at risk of injury or 
death. The potential for serious Injury is more likely from a 
fall from a bed with raised side rails than from a fall from a 
bed where side rails are not used. They also potentially 
increase the likelihood that the resident will spend more 
time in bed and fail when attempting to transfer from the 
bed.”

 Bed Alarm: How quickly did staff respond

 Mat: Could it also be a trip hazard 
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Potential 
Theories & 

Defenses of 
Falls

 Falls during transfers
 Was the care plan being followed (Proper level of 

assistance)

 Hoyer Lift (Were manufacturer suggestions being 
followed)

 Use of Gait Belt

 Policies and procedures

 Falls with broken bones
 Did resident have osteoporosis or osteopenia or weak 

bones

 Evaluate possibility that resident had spontaneous 
fracture which caused the fall

 Restraints – Chemical or Physical – are not allowed
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The PREP Act:
Immunity
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The PREP Act:
The Public 
Emergency and 
Emergency 
Preparedness 
Act

42 U.S. Code § 247d–6d - Targeted liability protections for 
pandemic and epidemic products and security 
countermeasures 

(a) LIABILITY PROTECTIONS

(1) IN GENERAL

Subject to the other provisions of this section, a COVERED 
PERSON shall be immune from suit and liability under Federal 
and State law with respect to all claims for loss caused by, 
arising out of, relating to, or resulting from the administration 
to or the use by an individual of a COVERED 
COUNTERMEASURE if a declaration under subsection (b) has 
been issued with respect to such countermeasure.
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The PREP Act

The COVID-19 
Pandemic

A study of COVID-19 long-term care cases and deaths between April 
and August 2020 shows that 6% of all COVID-19 cases nationally and 
38% of COVID-19 deaths have been associated with long-term care 
settings. 

Kaiser Family Foundation (January 14, 2021)

“Under enormously challenging circumstances, senior living 
providers have done their utmost to ensure the well-being of staff 
and residents, adhering to ever-changing guidance from national, 
state and local health authorities…and so it is entirely appropriate 
that they will receive protection from liability under the PREP Act.” 

David Schless, President, 
American Seniors Housing Association
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The PREP Act

The Basics

 A PREP Act Declaration provides immunity from liability for the persons, 
activities, and countermeasures specified in the declaration; it does not 
automatically protect everyone involved in any kind of medical response to an 
emergency. 

 Covered Entities may, at the secretary’s discretion, include manufacturers, 
distributors, program planners (i.e., individuals and entities involved in 
planning and administering programs for the distribution of 
countermeasures), and qualified persons who prescribe, administer, or 
dispense countermeasures. 

 Activities Covered by the PREP Act immunity include the development, 
manufacture, testing, distribution, administration, and use of 
countermeasures.

 Covered Countermeasures can include vaccines, drugs, or medical devices to 
be used against chemical, biological, radiological, and nuclear (CBRN) agents 
of terrorism, epidemics, and pandemics.

 Covered claims include death and physical, mental, or emotional injury, 
illness, or disability, and the fear of these conditions. Liability protections also 
extend to claims made for medical monitoring as well as loss or damage to 
property, including business interruption. 

 Willful misconduct is not protected by the PREP Act’s immunity protections.
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The PREP Act

The 
Declaration

 On Jan. 31, 2020, then HHS Secretary M. Azar II declared a public 
health emergency. 

 On March 17, 2020, Secretary Azar published a Declaration 
activating the PREP Act’s protections to apply retroactively as of 
Feb. 4, 2020, through Oct. 1, 2024. 

 The Declaration provides immunity to covered persons against 
“all claims for loss caused by, arising out of, relating to, or 
resulting from the administration to or use” of “covered 
countermeasures.” 
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The PREP Act

The Fourth  
Amendment

 Since the Declaration was first issued, it has been amended 
TEN TIMES. On a cumulative basis, the amendments have 
expanded the range of protections that the PREP Act can 
provide against COVID-19 related litigation. 

 According to the Fourth Amendment (December 9, 2020), there 
are substantial federal legal and policy issues and interests that 
necessitate “a uniform interpretation of the PREP Act.” 

 The Fourth Amendment establishes that immunity could apply to 
situations where a covered person does not give a particular 
individual a covered countermeasure.

 The Fourth Amendment states that the original Declaration 
should be construed in accordance with the HHS Office of the 
General Counsel (“OGC”) Advisory Opinions. 

 The Fourth Amendment also amends the Declaration to 
incorporate the HHS Office of the Assistant Secretary for Health 
(“OASH”) guidance documents. 
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The PREP Act

Fifth, Sixth, 
Seventh, Eighth, 
Ninth and Tenth 
Amendments

 The Fifth, Sixth, Seventh, Eighth, Ninth and Tenth Amendments 
expanded and clarified the definition of “qualified persons” to 
increase the number and availability of healthcare workers 
available to administer COVID-19 vaccines as well as the authority 
of those “qualified persons”. 

 The Amendments afforded health-care workers from wide ranging 
practices (doctors, nurses, midwives, dentists, veterinarians, etc.) 
protections if they: 

 administered vaccines in states where they are not licensed; 

 administered vaccines yet had expired licenses (within five years); or

 were a federal employee, contractor, volunteer, etc., involved in the 
administration of covered countermeasures. 

See, 86 Fed. Reg. 7872 (Feb. 2, 2021); 
86 Fed. Reg. 9516 (Feb. 2, 2021); 

86 Fed. Reg. 14462 (Mar. 11, 2021).
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The PREP Act

First Advisory 
Opinion on the 
PREP Act 
Declaration 
(May  19, 2020)

 PREP Act immunity must be read "in light of the PREP Act's 
broad, express-preemption provision," but is not absolute. 

 The First Opinion provides three examples where immunity does 
not apply:

 claims for death or serious physical injury proximately caused by 
willful misconduct;

 federal enforcement actions brought by the federal government;

 claims under federal law for equitable relief; and

 claims not sounding in personal injury or damage to property.

 The First Opinion encourages all covered persons using or 
administering Covered Countermeasures to document the 
reasonable precautions they have taken to safely use the 
Covered Countermeasures.

 Pursuant to the First Advisory Opinion, immunity can apply to a 
product that is not a covered countermeasure or to an individual 
who is not a covered person provided the PREP Act’s other 
requirements are satisfied and there was a reasonable belief that 
the product was a covered countermeasure/the person was a 
covered person.
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The PREP Act

Fifth Advisory 
Opinion on the 
PREP Act 
Declaration 
(January 8, 
2021)

 According to Advisory Opinion 21-01, the PREP Act 
provides complete preemptive federal jurisdiction.

 The PREP Act provides complete preemptive federal 
jurisdiction and invites jurisdictional discovery.

 “The sine qua non of a statute that completely preempts 
is that it establishes either a federal cause of action, 
administrative or judicial, as the only viable claim or 
vests exclusive jurisdiction in a federal court. The PREP 
Act does both.”

 HHS further notes that, even in the case of plaintiffs 
seeking to avoid federal jurisdiction, “federal courts are 
free to entertain discovery to ascertain, for jurisdictional 
purposes, the facts underlying the complaint.”
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The PREP Act

Fifth Advisory 
Opinion (cont.)

 The PREP Act May Apply When Countermeasures are 
not Used.

 “Where a facility has been allocated a scarce 
therapeutic purchased by the federal government and 
that facility fails to administer that therapeutic to an 
individual who meets the requirements of the FDA’s 
authorization, approval, or license, and whose physician 
prescribes that therapeutic, then the facility’s refusal to 
administer that therapeutic could still trigger the PREP 
Act assuming the non-use of the therapeutic was the 
result of conscious decision-making.”

 “Decision-making that leads to the non-use of covered 
countermeasures by certain individuals is the grist of 
program planning and is expressly covered by the PREP 
Act.” 

 Cases that involve the complete failure to use covered 
countermeasures (such as the failure to purchase any 
countermeasures, rather than as part of an overall plan) 
may not result in PREP Act immunity.
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The PREP Act

OGC Letter 
(August 4, 2020)

 Healthcare providers are covered by the PREP Act.

 In an August 14, 2020 letter written by the HHS Office of 
General Counsel in response to an inquiry from the 
American Seniors Housing Association and Argentum, the 
OGC concluded that senior living communities are 
properly considered “program planners” and, in turn, 
“covered persons” under the PREP Act. 

 According to the OGC:

[A] senior living community meets the definition of a 
‘program planner’ to the extent that it supervises or 
administers a program with respect to the administration, 
dispensing, distribution, provision, or use of a security 
countermeasure or a qualified pandemic or epidemic 
product, including by provid[ing] a facility to administer or 
use a Covered Countermeasure in accordance with” the 
declaration.
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The PREP Act 
Declaration 
Advisory 
Opinions:  

The 
Caveat!

“This advisory opinion sets forth the current views of the Office 
of the General Counsel. It is not a final agency action or a final 
order. Nor does it bind HHS or the federal courts. It does not 
have the force or effect of law.”

Air Brake Sys., Inc. v. Mineta, 357 F.3d 632, 647-48 (6th Cir. 2004)
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The PREP Act
Case Law  in the Age of  COVID-19

 For the most part, nursing homes, skilled nursing 
facilities and long-term care facilities have not 
fared well when seeking PREP Act protection 
from negligence claims premised on alleged 
failure to take proper COVID-19 precautions.

 In most cases, courts have not been persuaded 
by the Advisory Opinions when denying PREP 
Act immunity.

 However, there have been bright spots.
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The PREP Act

Sherod v. 
Comprehensive 
Healthcare Mgmt. 
Svcs, LLC.,
No. 20-cv-1198, 2020 
WL 6140474 (W.D. 
Pa. Oct. 16, 2020).

 In Sherod, surviving family members of a nursing facility employee sued the 
nursing facility for the death of the employee who contracted COVID-19 while 
working at the facility as a housekeeper. 

 The plaintiffs sued the facility in Pennsylvania state court alleging that the 
nursing facility failed to provide PPE to facility employees and otherwise take 
precautions to protect facility staff from COVID-19, despite knowing that PPE 
would be required to keep its employees safe. 

 The defendants attempted to remove the case to federal court asserting that 
the PREP Act provides for federal immunity against claims based upon how 
countermeasures are used.

 The Sherod court remanded the case to state court on the basis that the PREP 
Act only provides immunity for claims relating to countermeasures that 
are “actually utilized,” as opposed to claims alleging that the facility failed 
to provide the decedent plaintiff with any protection/countermeasures. 

 The court concluded that negligence and wrongful death claims based upon 
an alleged failure to use face masks and other PPE are not connected to a 
nursing facility’s use of protective equipment, because they demonstrate the 
lack of any such use.  Accordingly, the court found that there was no federal 
jurisdiction associated with the case and remanded it to state court for 
continued litigation.

 The Sherod court rejected the Fifth Advisory Opinion (21-01)
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The PREP Act

Estate of Maglioli v. 
Andover Subacute 
Rehab. Ctr. 1, 2020 
WL 4671091 (D.N.J. 
Aug. 12, 2020). 

 In New Jersey, Federal District Judge McNulty remanded to the 
state court the negligence claims asserted against a nursing home 
for failure to conduct testing and provide personal protective 
equipment 

 Judge McNulty held that the PREP Act neither mandates a federal 
forum nor does it preempt state law claims of negligence. 

 Judge McNulty concluded that the failure to administer, employ, 
or provide countermeasures does not fall within the PREP Act. 

 Judge McNulty’s narrow interpretation of the PREP Act is based 
upon his reasoning that the Act was designed to protect only 
those who employ countermeasures, and not those who 
decline to employ them. 

 This interpretation is contrary to the Fifth Advisory Opinion and an 
appeal was filed in the Third Circuit.
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The PREP Act

Estate of Maglioli v. 
Andover Subacute 
Rehab. Ctr. 1, Nos. 
20-2833 (3rd Cir. Oct. 
20, 2021). 

 The Third Circuit affirmed the District Court’s decision rejecting 
three arguments for federal jurisdiction:  federal-officer removal, 
complete preemption of state law and the presence of a 
substantial federal issue.

 Specifically, the Third Circuit determined that the facility was not 
“acting under” any federal officers, that the PREP Act did not 
preempt negligence claims and that the Grable doctrine did not 
apply.
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The PREP Act

Jackson v. Big Blue 
Healthcare, Inc., No. 
2:20-cv-2259-HLT-
JPO (Aug. 19, 2020). 

 In Kansas, defendants sought to remove 12 related cases from 
state to federal court stemming from COVID-19 deaths at 
Riverbend Post-Acute Rehabilitation. 

 In Jackson, plaintiffs alleged that defendants failed to take 
preventive measures and utilize countermeasures to stop the 
entry and spread of COVID-19 within the facility. Defendants, in 
seeking removal, argued that the PREP Act completely preempted 
plaintiffs’ state law claims regarding alleged negligence and failure 
to protect nursing home residents against COVID-19.

 District Judge Holly Teeter remanded the cases back to state 
court. Unlike Judge McNulty’s ruling in Maglioli, Judge Teeter 
reasoned that the PREP Act completely preempts state court 
claims. Nonetheless, she too adopted a narrow reading of the 
PREP Act by finding it only applies to health care providers in the 
act of employing countermeasures and is not applicable where 
there is a failure to employ countermeasures. 
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The PREP Act

Gilbert Garcia et al v. 
Welltower OpCo 
Group LLC, et. al., 
522 F. Supp. 3d (C.D. 
2021) 

 In the Garcia case, the District Court for the Central District of 
California applied PREP Act immunity in favor of the defendant 
nursing home. 

 Three sons alleged that Sunrise Villa, the nursing facility at which their 
father was a resident, failed to “implement appropriate infection 
control measures or follow local or public health guidelines in 
preparing for and preventing COVID-19 spread” and that such failures 
resulted in their father’s death. 

 Plaintiffs alleged that Sunrise Villa failed to follow its own policies and 
procedures, including those related to symptom checking, staff 
monitoring and screening, limiting visitation within the facility, and 
maintaining adequate supplies of PPE for Sunrise Villa staff and 
residents.

 In deciding in favor of Sunrise Villa, the Garcia Court relied on and 
gave deference to the Fifth Advisory Opinion.

 Following the OGC’s guidance in AO 01-21, the Garcia Court 
concluded that Plaintiffs’ allegations regarding the use and misuse of 
PPE and Sunrise Villa’s failure to implement adequate and effective 
infection control measures directly related to covered 
countermeasures within the meaning of the PREP Act.
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The PREP Act

Gilbert Garcia et al v. 
Welltower OpCo 
Group LLC, et. al.
(cont.)

 The Court agreed with Advisory Opinion 01-21 in that the PREP 
Act provides complete preemption when a party attempts to 
comply with federal guidelines. 

 In agreement with the Advisory Opinion, preemption does not 
attach when a defendant’s culpability is the result of the 
defendant’s failure to make any decisions whatsoever, thereby 
abandoning its duty to act as a program planner or other covered 
person.
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The PREP Act

Dupervil v. All. Health 
Operations, LLC., 516 
F. Supp. 3d 238 
(E.D.N.Y. 2021)  

 Several courts have subsequently refused to follow the Garcia Court’s 
reasoning, and consistent with prior decisions, have remanded cases 
against nursing home operators back to state court. 

 In Dupervil v. All. Health Operations, LCC, the District Court for the 
Eastern District of New York “respectfully disagree[d]” with the Garcia
opinion and concluded that the “Advisory Opinion is unpersuasive and 
not entitled to any deference.”  

 The Court found that while the Secretary’s Declaration under the 
PREP Act “must be construed in accordance with the Advisory 
Opinions of the Office of the General Counsel,” the Advisory Opinion 
does expressly state that it “does not have the force or effect of law.” 

 The Court held that the nursing home defendants’ failure to take 
certain steps to prevent COVID-19 “cannot be said to be 
administering—or even prioritizing or purposefully allocating—a drug, 
biological product, or device to an individual within the meaning of 
the PREP Act such that Plaintiffs’ claims are completely preempted.” 

 Accordingly, the Court found remand of plaintiff’s case appropriate.
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The PREP Act

Saldana v. Glenhaven 
Healthcare, 27 F.4th

679 (9th Cir. 2022)  

 Relatives of Ricardo Saldana, who died from COVID-19 while a 
resident at Glenhaven Healthcare, brought a lawsuit in state court 
alleging that the facility failed to adequately protect Mr. Saldana from 
COVID-19. 

 The facility sought to have the case removed to federal court, arguing 
that the federal government’s expansion of the PREP Act provides 
cover for decisions made by nursing home operators regarding 
COVID-19. 

 The federal District Court rejected the argument and remanded it 
back to state court.  The Ninth Circuit upheld the decision finding that 
the provider failed to substantiate its claims that it acted under the 
federal government purview. 

 “All that Glenhaven has demonstrated is that it operated as a private 
entity subject to government regulations, and that during the COVID-
19 pandemic it received additional regulations and recommendations 
from federal agencies.  Thus, Glenhaven was not ‘acting under’ a 
federal officer or agency as contemplated by the federal officer 
removal statute,” the Ninth Circuit decided.  
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The PREP Act

Martin v. Petersen 
Health Operations, 
No. 21-2959 (7th Cir. 
2022)  

 Facility argued case should be in federal court under the Federal 
Officer Removal Statute, which allows certain cases to be 
removed from state to federal court if the case involves a federal 
officer or agency or an entity working under a federal officer.

 Facility also asserted that claims were preempted by the PREP Act 
since the U.S. DHHS deemed LTC facilities “critical partners” and 
“program partners” in fight against COVID-19..

 Seventh Circuit ruled that lawsuit over Illinois nursing home 
resident’s COVID-19 was properly remanded to state court, saying 
that while the facility may have been subject to extensive federal 
regulation, that doesn’t “turn a private entity into a public actor.”

 Court also ruled that PREP Act did not apply because it was not 
alleged that the facility deployed countermeasures, but rather 
that it failed to take appropriate actions with regard to resident’s 
treatment.  
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The PREP Act

State Action on 
COVID-19 Liability

 DATELINE: NEW YORK (April 7, 2021) New York Governor Andrew Cuomo 
signed legislation (SB S5117) that fully repeals the State’s COVID-19 immunity 
statute—the Emergency or Disaster Treatment Protection Act (EDTPA) under 
Article 30-D of the Public Health Law.

 The EDTPA largely immunized health care facilities and providers from criminal 
and civil liability for any harm or damages alleged to have been sustained relating 
to the diagnosis, prevention, or treatment of COVID-19. 

 While New York is repealing its immunity laws, other states have taken a 
contrary approach and are broadening immunity for COVID-related claims. 

 DATELINE: FLORIDA (March 29, 2021) Florida passed legislation that 
provides civil immunity from COVID-19 liability.

 The law provides several protections in a new statute (section 768.38, Florida 
Statutes) for businesses, educational institutions, governmental entities, and 
religious institutions, and separately (section 768.381, Florida Statutes) for health 
care providers so long as the alleged negligence does not involve gross negligence 
or intentional misconduct. 

 The Florida law establishes a one-year statute of limitations period to sue from 
the date of death, hospitalization, or COVID-19 diagnosis that forms the basis of 
the claim. Furthermore, it applies to claims that accrued before the enactment of 
the law and within one year following the governor’s signing of it. The law, 
however, does not apply to lawsuits that have already been filed.
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Document, Document, Document
 When a provider decides how to allocate its limited resources to protect 

its residents (or patients, in the case of inpatient and/or outpatient 
providers) from the spread/effects of COVID-19, the provider should 
carefully and completely document its decision-making process to show 
that it is making specific choices – i.e., taking actions as per AO 21-01 –
to allocate its resources to certain countermeasures and not to others.  

 Such documentation should include clear statements as to the provider’s 
rationale as to why certain countermeasures were or were not taken.  

 By maintaining such records, a provider will be in a better position to 
support its argument that it did not, “abandon[] its duty to act as a 
program planner or other covered person,” when electing not to take 
certain countermeasures.  As described in AO 21-01 and in the Garcia
ruling, such abandonment would likely prevent the provider from being 
protected under the PREP Act.
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“Take-Home” 
COVID-19 
Lawsuits

Ek v. See’s Candies, Inc. 
(CA Court of Appeals 
Dec. 21, 2021)

 Family of Arturo Ek filed a wrongful death lawsuit against See’s 
Candies, Inc.  Mr. Ek died of COVID-19 in April 2020.  Mr. Ek’s wife, 
who was employed at See’s, claimed that she was infected with 
COVID-19 while working inches apart from sick co-workders and 
then her husband caught it from her at home.

 The California State Court of Appeals allowed the wrongful death 
lawsuit to proceed.  The ruling is the first by an appeals court to 
allow a novel “take home” COVID-19 lawsuit.

 The ruling is only binding in California but may offer guidance to 
courts in other states. 

 The Ek family must still show that See’s owed a duty to family and 
acquaintances of employees.  Plus, the Ek family must show that 
there is a link between the workplace and the case of “take home” 
COVID-19.
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