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I. Background 

 

A. The Individuals with Disabilities 

Education Act 

 
The Individuals with Disabilities Education Act 

(“IDEA”)1 has been at the forefront of American Special 

Education Law for nearly four decades. The procedures 

and practices required by the IDEA impact over seven 

million students, and their parents, guardians, and 

teachers, every day.2 In exchange for funds provided to 

state educational agencies and local educational 

agencies,3 the IDEA guarantees, among other things, 

that those agencies will provide students with disabilities 

a Free Appropriate Public Education (“FAPE”)4 in the 

Least Restrictive Environment (“LRE”).5 With those 

funds, however, also comes accountability. The IDEA 

mandates that fund recipient agencies meet procedural 

safeguards6 including the ability of parents and 

guardians to challenge decisions made regarding 

students’ education and related services.7 

 

1 Pub. L. No. 101-476, 104 Stat. 1142 (1990) (codified as 

amended at 20 U.S.C. § 1400 et seq. (2020)). This timeframe 

includes the enactment of the predecessor legislation to the 

IDEA, the Education for All Handicapped Children Act of 1975, 

Pub. L. No. 94-142, 89 Stat. 773. 
2 Students With Disabilities, NAT’L CTR. FOR EDUC. STATISTICS, 

https://nces.ed.gov/programs/coe/indicator_cgg.asp (last visited 

Sept. 11, 2020). 
3 See 20 U.S.C. § 1411 (2020). 
4 See 20 U.S.C. § 1401(9) (2016). 
5 See 20 U.S.C. § 1412(a)(5) (2016). 
6 See 20 U.S.C. § 1412(a)(6) (2016). 
7 See 20 U.S.C. § 1415 (2005). 
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Inevitably, there is much disagreement about 

what “appropriate” education for students with 

disabilities means. Parents8 and school systems often 

find themselves at difficult impasses, leading to the 

necessity for dispute resolution.9 If the parties are not 

able to reach an agreement about a student’s 

Individualized Education Program (“IEP”),10 they then 

may voluntarily proceed to mediation,11 or the parents 

may challenge the IEP at an impartial due process 

hearing,12 typically heard before a hearing officer or 

administrative law judge (“ALJ”).13 If the parents are still 

aggrieved with the determination of the due process 

hearing, they are entitled to challenge the final state 

decision by filing a civil action in any state court of 

competent jurisdiction or in a district court of the United 

States.14 
 

8 From here further the author will use the term “parent(s)” for 

purposes of conciseness, but this term should be understood to 

mean parents or guardians of a child. 
9 See generally U.S. DEP’T OF EDUC., DISPUTE RESOLUTION 

PROCEDURES UNDER PART B OF THE INDIVIDUALS WITH 

DISABILITIES EDUCATION ACT (PART B) MEMORANDUM (July 23, 

2013), https://www2.ed.gov/policy/speced/guid/idea/memosdc 

ltrs/acccombinedosersdisputeresolutionqafinalmemo-7-23-  

13.pdf 
10 See 20 U.S.C. § 1414(d)(1)(A) (2016). 
11 See 20 U.S.C. § 1415(e) (2005). 
12 See 20 U.S.C. § 1415(f) (2005). 
13 In some states, the impartial due process hearing is 

conducted by the local educational agency, in which case the 

parents may then appeal the local hearing officer’s decision to 

the state educational agency. 20 U.S.C. § 1415(g) (2005). 
14 See 20 U.S.C. § 1415(i) (2005). In practice, however, almost 

all challenges are brought in United States District Courts. 

Anecdotally, practitioners explain that this is due to the 

expertise and experience that the federal courts have in 

deciding this type of matter. See Michael Gehring, Federal 

Court Appeals of Decisions of Special Education Hearing 

Officers,  MCANDREWS  LAW  OFFICES,  https://mcandrews 

  law.com/publications-and-presentations/articles/federal-court- 
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It is important to understand that parents 

generally are required to exhaust their administrative 

remedies – complete the impartial due process hearing 

and preceding procedures – before they may file suit in a 

court of law.15 This exhaustion requirement is also 

applied to all other federal special education laws, 

including “the Constitution, the Americans with 

Disabilities Act of 1990, title V of the Rehabilitation Act 

of 1973 [29 U.S.C.S. §§ 790 et seq.], or other Federal laws 

protecting the rights of children with disabilities” when 

the relief sought under those provisions would also be 

available under the IDEA.16 

 
B. Other Federal Special Education Laws 

 
These other pieces of legislation are also an 

important part of federal special education law and play 

an important role in challenging systemic violations. 

Section 504 of the Rehabilitation Act of 1973 (commonly 

referred to as “Section 504” in the special education 

community) prohibits recipients of federal financial 

assistance, including educational agencies, from 

discriminating against individuals with disabilities.17 

Section 504 has its own cause of action, which may be 

brought in the form of a civil rights suit.18 Title II of the 

Americans with Disabilities Act of 1990 (“ADA”)19 

prohibits discrimination on the basis of disability by state 

and local governments regardless of whether they receive 
 
 

appeals-of-decisions-of-special-education-hearing-officers/ 

(last visited December 11, 2020) (“almost all appeals are taken 

by the party filing a lawsuit in the geographically appropriate 

federal district court”). 
15 20 U.S.C. § 1415(l) (2005). 
16 Id. 
17 Pub L. No. 93-12, 87 Stat. 355 (codified as 29 U.S.C. § 794). 
18 See 29 U.S.C. § 794a (2009). 
19 Pub. L. No. 101-336, 104 Stat. 327 (codified 42 U.S.C. § 12101 

et seq). 
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federal financial assistance.20 The civil rights remedies 

available under the Rehabilitation Act of 1973 are also 

available to enforce the ADA.21 The U.S. Department of 

Education, Office of Civil Rights also provides 

administrative enforcement of violations of Section 50422 

and Title II of the ADA.23 These civil rights 

administrative remedies will be discussed further in the 

latter part of this article.24 

Again, it is important to reiterate that civil causes 

of action under these other laws are generally not 

available when the relief sought is also available under 

the IDEA’s administrative remedies, until those 

administrative remedies have first been exhausted.25 

Some courts have interpreted and applied this 

exhaustion requirement in a very firm way, not allowing 

any of these separate claims to proceed unless 

administrative remedies have been exhausted, while 

other courts have allowed a great deal more flexibility.26 

Exceptions to the exhaustion requirements in regard to 

these provisions and the IDEA will be discussed further 

in this article.27 

 
C. The Systemic and Class Action Background 

of the IDEA 
 

 

 

 

20 See 42 U.S.C. § 12132. 
21 See 42 U.S.C. § 12133. 
22 See generally 34 C.F.R. § 104. 
23 See generally 28 C.F.R. § 35. 
24 See infra p. 22. The administrative remedies provided by the 

U.S. Department of Education, Office of Civil Rights, do not 

fulfill the exhaustion requirements under 20 U.S.C. § 1415(l). 
25 See 20 U.S.C. § 1415(l). 
26 For a further discussion on this topic, see MARK C. WEBER, 

DISABILITY HARASSMENT 86–90 (2007); see also 4 EDUCATION 

LAW § 10C.13 (2019). 
27 See infra p. 12.  
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The IDEA’s predecessor statute, the Education for 

All Handicapped Children Act of 1975, was enacted for 

the express purpose of addressing the systemic violations 

of the civil rights of students with disabilities throughout 

the United States.28 The four stated purposes of the Act 

were: 

(1) “to assure that all children with 

disabilities have available to them .… a 

free appropriate public education 

which emphasizes special education 

and related services designed to meet 

their unique needs” 

(2) “to assure that the rights of children 

with disabilities and their parents .… 

are protected.” 

(3) “to assist States and localities to 

provide for the education of all children 

with disabilities,” and 

(4) “to assess and assure the effectiveness 

of efforts to educate all children with 

disabilities.”29 

These stated purposes and the corresponding operative 

sections of the Act were enacted in response to class 

action litigation challenging civil rights violations of 

students with disabilities.30 Specifically, the drafters of 

the Act pointed to two cases, Pennsylvania Association for 

Retarded Children (P.A.R.C.) v. Commonwealth of 

Pennsylvania31 and Mills v. Board of Education of the 
 

 

 

 
 

28 Pub. L. No. 94-142, 89 Stat. 773. (codified as amended at 20 

U.S.C. § 1400(d)). 
29 Id. at § 601(c). 
30 See Mark C. Weber, IDEA Class Actions After Wal-Mart v. 

Dukes, 45 U. TOL. L. REV. 471 (2014). 
31 334 F. Supp. 1257 (E.D. Pa. 1971); 343 F. Supp. 279 (E.D. Pa. 

1972). 
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District of Columbia,32 upon which they relied heavily in 

formulating the statute.33 

In P.A.R.C., a class of students with intellectual 

disabilities brought the suit against the Commonwealth 

of Pennsylvania for denial of their right to a free public 

education.34 The parties ultimately agreed to a joint 

decree in which Pennsylvania agreed to not enforce 

certain statutory provisions that discriminated against 

the students.35 The order also stated that due to 

Pennsylvania having undertaken to provide a free public 

education to all children, that it was also their obligation 

to provide: 

[A] free, public program of education and 

training appropriate to the child’s 

capacity, within the context of a 

presumption that, among the alternative 

programs of education and training 

required by statute to be available, 

placement in a regular public school class 

is preferable to placement in a special 

public school class and placement in a 

special public school class is preferable to 

placement in any other type of program of 

education and training.36 

Congress recognized this as the leading case whichbegan 

a movement of other state and federal courts recognizing 

the principle that all children with disabilities had a 

constitutional right to public education.37 

Mills was also a class action suit brought by 

several  students  with  disabilities  in  the  District  of 

 

32 348 F. Supp. 866 (D.D.C. 1972). 
33 Education for All Handicapped Children Act of 1975, Pub. L. 

No. 94-142, 89 Stat. 773, Report. 
34 P.A.R.C., 334 F. Supp. at 1259. 
35 Id. at 1258–59. 
36 Id. at 1260. 
37 Education for All Handicapped Children Act of 1975, Pub. L. 

 No. 94-142, 89 Stat. 773, Report.  
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Columbia, alleging that the District’s public-school 

system had not provided them with an adequate 

education.38 The court held that: 

The defendants are required by the 

Constitution of the United States, the 

District of Columbia Code, and their own 

regulations to provide a publicly-supported 

education for these “exceptional” children. 

Their failure to fulfill this clear duty to 

include and retain these children in the 

public school system, or otherwise provide 

them with publicly-supported education, 

and their failure to afford them due process 

hearing and periodical review, cannot be 

excused by the claim that there are 

insufficient funds.39 

The court then enjoined the school system from further 

acts of discrimination, required an implementation plan 

be reported to the court, and further required the District 

to provide due process hearings in regard to students 

with disabilities’ educational programs, laying out 

specific procedures to follow.40 Congress recognized that 

this was the first case recognizing a constitutional right 

to publicly supported education “regardless of any 

exceptional condition or handicap.”41 

The drafters of the Act observed that the notions 

from the holdings in the aforementioned cases led to a 

pattern among state and federal courts with similar 

holdings that children with disabilities were entitled to a 

free public, appropriate education.42 In response to these 

rulings, the drafters stated that Congress adopted Public 

Law  93-380,  allowing  for  one  year  of  emergency 
 

38 Mills, 348 F. Supp. at 868. 
39 Id. at 876. 
40 Id. at 877–83. 
41 Education for All Handicapped Children Act of 1975, Pub. L. 

No. 94-142, 89 Stat. 773, Report. 
42 Id. 



[232] 
 

IDEA CLASS ACTION LAWSUITS 

15 TENN. J.L. & POL’Y 224 (2021) 
 

appropriations and study of how a national program 

should be implemented, assisting states with meeting 

their obligation to provide free and appropriate public 

education to all students with all disabilities.43 

Since the enactment of the Education for All 

Handicapped Children Act of 1975, thousands of civil 

actions have been brought over alleged violations of the 

legislation’s procedural and substantive protections. 

Many of these suits have been class actions, a trend that 

Congress has been aware of in its subsequent 

amendments to the Act and other legislation, but has left 

untampered.44 

 

II. Class Action Lawsuits Under the IDEA 

 
Though class action litigation of special education 

claims has been left unhindered by statutory law, 

disfavor by some courts and policymakers of systemic 

challenges, and increasingly stringent requirements to 

form a representative class, have made it more difficult 

to bring such actions.45 To understand the problems 

facing special education class actions, one must first 

understand the challenges of initiating a class action to 

begin with. We will begin with a brief review of the 

Federal Rules of Civil Procedure and the current 

controlling case law in this area. 

 

A. Federal Rule of Procedure Rule 23 

 

Federal class action lawsuits are governed by 

Federal Rules of Civil Procedure Rule 23.46 In order to 

certify a representative class of plaintiffs, one must meet 

 

43 Id. (citing Education Amendments of 1974, Pub. L. 93-380, 

88 Stat. 484). 
44 Weber, supra note 30, at 476–77. 
45 See e.g., Parent/Prof’l Advocacy League v. City of Springfield, 

934 F.3d 13, 28 (1st Cir. 2019). 
46 FED. R. CIV. P. 23 (2019).  
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the obligations contained in this rule. To begin with, all 

prerequisites of Rule 23(a) must be met, which states in 

pertinent part: 

 
(a) Prerequisites. One or more members of 

a class may sue or be sued as 

representative parties on behalf of all 

members only if: 

(1) the class is so numerous that joinder of 

all members is impracticable; 

(2) there are questions of law or fact 

common to the class; 

(3) the claims or defenses of the 

representative parties are typical of the 

claims or defenses of the class; and 

(4) the representative parties will fairly 

and adequately protect the interests of the 

class.47 

 

If all of the requirements of Rule 23(a) are met, 

then at least one of the requirements of Rule 23(b) must 

also be met, which states in pertinent part: 

(b) Types of Class Actions. A class action 

may be maintained if Rule 23(a) is satisfied 

and if: 

(1) prosecuting separate actions by or 

against individual class members would 

create a risk of: 

(A) inconsistent or varying adjudications 

with respect to individual class members 

that would establish incompatible 

standards of conduct for the party 

opposing the class; or 

(B) adjudications with respect to 

individual class members that, as a 

practical matter, would be dispositive of 
 
 

47 FED. R. CIV. P. 23(a). 
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the interests of the other members not 

parties to the individual adjudications or 

would substantially impair or impede their 

ability to protect their interests; 

(2) the party opposing the class has acted 

or refused to act on grounds that apply 

generally to the class, so that final 

injunctive relief or corresponding 

declaratory relief is appropriate respecting 

the class as a whole; or 

(3) the court finds that the questions of law 

or fact common to class members 

predominate over any questions affecting 

only individual members, and that a class 

action is superior to other available 

methods for fairly and efficiently 

adjudicating the controversy. The matters 

pertinent to these findings include: 

(A) the class members’ interests in 

individually controlling the prosecution or 

defense of separate actions; 

(B) the extent and nature of any litigation 

concerning the controversy already begun 

by or against class members; 

(C) the desirability or undesirability of 

concentrating the litigation of the claims in 

the particular forum; and 

(D) the likely difficulties in managing a 

class action.48 

All of the above provisions have been heavily litigated at 

courts of all levels.49 Judges have applied varying levels 

of scrutiny in ascertaining whether a prospective class 

meets the requirements, and they have been interpreted 
 

48 FED. R. CIV. P. 23(b). 
49 See e.g., Amchem Prods. v. Windsor, 521 U.S. 591 (1997); 

Allison v. Citgo Petroleum Corp., 151 F.3d 402 (5th Cir. 1998); 

Anderson Living Trust v. WPX Energy Prod., LLC, 306 F.R.D. 

312 (D.N.M. 2015).  
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in broad and narrow ways. For purposes of this article, 

the author will not labor into every interpretation of 

every part of this Rule.50 However, the authority 

currently having the biggest impact on IDEA class action 

and other civil rights claims is the Supreme Court’s 

decision in Wal-Mart v. Dukes.51 

 

B. The Supreme Court and Wal- Mart v. Dukes 

 
In Wal-Mart v. Dukes, the Supreme Court decided 

whether a class of 1.5 million female Walmart employees 

alleging sex discrimination in employment decisions, 

represented by three current or former employees, could 

proceed as a certified class under Rule 23.52 Pertinently, 

the Court addressed the commonality requirement of 

Rule 23(a) as the main problem confronting the proposed 

class.53 The Court held: 

Commonality requires the plaintiff to 

demonstrate that the class members ‘have 

suffered the same injury,’    [t]his does 

not mean merely that they have all 

suffered a violation of the same provision 

of law . . . . [t]hat common contention, 

moreover, must be of such a nature that it 

is capable of classwide resolution--which 

means that determination of its truth or 

falsity will resolve an issue that is central 

to the validity of each one of the claims in 

one stroke.54 

In other words, the Court states that it is not as 

important that the same legal claims are brought by the 

class members, rather the focus is on the judgment that 
 

50 For further discussion, see generally CLASS ACTIONS: THE 

LAW OF 50 STATES § 6.01 et seq. (2019). 
51 564 U.S. 338 (2011). 
52 Id. at 343. 
53 Id. at 346–49. 
54 Id. at 349–50. 
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those class members seek and whether one ruling, and 

corresponding same or similar relief, can resolve the 

dispute for all class members. 

The Court concluded that the commonality 

requirement was not met in this case, because the 

Walmart employees’ challenge of individual 

determinations are not altogether the result of some 

overlying policy or other reason for the employment 

decisions.55 The Court pointed to its decision in General 

Telephone Co. v. Falcon,56 for examples of circumstances 

in which a class action for employment discrimination 

would likely be appropriate.57 These examples included if 

the company in question conducted a biased testing 

procedure that resulted in prejudicial determinations or, 

if there is “‘[s]ignificant proof that an employer operated 

under a general policy of discrimination,’” and the policy 

manifested itself in the same or similar way through 

subjective employment decision making.58 

After stating that the first example was clearly 

not applicable in this case, the Court then concluded that 

there was no evidence indicating that there was a 

“general policy of discrimination.”59 The Court held that 

the testimony of an expert witness who stated that there 

was a disparate employment effect was not sufficient due 

to the lack of certainty upon which that testimony was 

based.60 The Court further observed that the only policy 

in question was the policy of hiring discretion, which is 

directly the opposite of what would be necessary for a 

common discriminatory policy.61 

 

 

 

55 Id. at 352. 
56 457 U.S. 147 (1982). 
57 Dukes, 564 U.S. at 353. 
58 Id. (quoting Falcon, 457 U.S. at 159 (1982)). 
59 Id. at 353. 
60 Id. at 354. 
61 Id. at 355–56.  
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Shortly after this decision, its holding was applied 

to IDEA class action lawsuits.62 While the Dukes decision 

was clearly a setback for special education and related 

civil rights lawsuits, these cases have been able to 

continue with some degree of success.63 Dividing a class 

into subclasses has proven to be an effective means of 

certifying these types of class actions64 

It is also briefly worth mentioning that many 

states vary to the extent upon which they adopt and rely 

on federal rules and interpretations in regard to such 

procedural rules.65 Bringing class action lawsuits in state 

court, as opposed to federal court, may prove easier to 

meet class certification requirements in some 

jurisdictions, though plaintiffs bringing a state action 

must be aware of potential removal of that action to 

federal court.66 State suits may be worth exploring in 

certain situations, but will not be discussed further for 

the purposes of this article. 

 
C. The Exhaustion Requirement and 

Exceptions 

 
While the procedural rules and case law of class 

actions have been a major hurdle for the certification of 

IDEA class actions, other hurdles also emerge from the 

IDEA itself. As previously mentioned, generally, 

prospective plaintiffs must exhaust (complete) the 

administrative remedies (procedures and hearings) 

available to them under the IDEA when the relief sought 

is available through those administrative processes.67 

Only upon exhausting those remedies may a civil action, 

 

62 Weber, supra note 30, at 481. 
63 Weber, supra note 30, at 481. 
64 Weber, supra note 30, at 498–99. 
65 See CLASS ACTIONS: THE LAW OF 50 STATES § 4.01 et seq. 

(2019) for a survey of certain state class action requirements. 
66 See 28 U.S.C. § 1446; 28 U.S.C. § 1453. 
67 20 U.S.C. § 1415(l). 
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challenging the findings and decision of the state and 

local authorities below, be brought.68 Some courts have 

been willing to recognize exceptions to this exhaustion 

requirement for certain situations, such as for the types 

of systemic violations a class action would address, while 

others have applied it regardless and without 

appreciation of the allegations and circumstances.69 

The United States Supreme Court brought some 

clarity to the issue of exhaustion in Fry v. Napoleon 

Community Schools.70 The Court held that “§ 1415(l)’s 

exhaustion rule hinges on whether a lawsuit seeks relief 

for the denial of a free appropriate public education 

‘FAPE’. . . [i]f a lawsuit charges such a denial, the 

plaintiff cannot escape § 1415(l) merely by bringing her 

suit under a statute other than the IDEA.”71 In 

determining whether the suit is seeking redress for 

denial of a FAPE, the Court said that one should look to 

“the gravamen of a complaint” and see if it “seeks redress 

for a school’s failure to provide a FAPE, even if not 

phrased or framed in precisely that way.”72 The Court 

further advised that, in making this determination, one 

should look to the other disability rights statutes (the 

ADA, Rehabilitation Act, etc.) and ask if the same suit 

could be filed in a non-education setting to seek the same 

relief.73 If the answer is that a suit could be brought in 

another setting and context, then it is less likely that the 

issue would be redressable as a FAPE violation, and it is 

less likely that exhaustion would be required.74 

The exhaustion requirement is not absolute, as 

courts have universally recognized exceptions to the 
 

 

68 See 20 U.S.C. § 1415(i). 
69 WEBER, supra note 26, at 86. 
70 137 S. Ct. 743 (2017). 
71 Id. at 754. 
72 Id. at 755. 
73 Id. at 755–56. 
74 Id.  
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requirement.75 The legislative history of the IDEA’s 

predecessor statute, the Education for All Handicapped 

Children Act of 1975, also indicated that Congress was 

well aware of exceptions to the exhaustion requirement— 

especially in regard to class action lawsuits. The sponsor 

of the legislation, Senator Harrison Williams, stated on 

the record: 

[W]ith regard to complaints, I want to 

underscore that exhaustion of the 

administrative procedures established 

under this part should not be required for 

any individual complainant filing a 

judicial action in cases where such 

exhaustion would be futile either as a legal 

or practical matter. Nor is it intended that 

the availability of these administrative 

procedures be construed so as to require 

each member of the class to exhaust such 

procedures in any class action brought to 

redress an alleged violation of the 

statute.76 

This history shows the nature of the exhaustion 

requirement as Congress (or at least the drafters) 

intended it to be in this provision, and also the nature of 

its application to class action lawsuits, which will be 

discussed further infra. 

Federal courts have universally recognized the 

exception alluded to in the above mentioned remarks, 

that “parents need not exhaust the procedures set forth 

in 20 U.S.C. § 1415 where resort to the administrative 
 

 
75 Hoeft v. Tucson Unified Sch. Dist., 967 F.2d 1298, 1303 (9th 

Cir. 1992). For a general discussion of the exhaustion 

exceptions applied by various courts, see A.H. v. Clarksville- 

Montgomery Cty. Sch. Sys., No. 3:18-cv-0081, 2019 U.S. Dist. 

LEXIS 20060, at *13–15 (M.D. Tenn. Feb. 7, 2019). 
76 121 Cong. Rec. 37,416 (1975) (remarks of Sen. Harrison 

Williams). 
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process would be either futile or inadequate.”77 The 

futility and inadequacy principles are based on general 

exhaustion principles of administrative law.78 The 

legislative history of the IDEA also recognizes a third 

exception to the exhaustion requirement, that it is not 

appropriate in certain situations to require the “use of 

due process and review procedures set out in [20 U.S.C. § 

1415(b) and (c)] of the [IDEA] before filing a law suit.”79 

Such situations are present if: 

‘(1) it would be futile to use the due process 

procedures  ; (2) an agency has adopted 

a policy or pursued a practice of general 

applicability that is contrary to the law; (3) 

it is improbable that adequate relief can be 

obtained by pursuing administrative 

remedies (e.g., the hearing officer lacks the 

authority to grant the relief sought)’802 

The court in Hoeft clarified that exhaustion is not 

automatically excused when “policy underlying an 

individual education program is challenged as unlawful,” 

rather the term “‘contrary to the law’.   suggests that 

when only questions of law are involved in determining 

the validity of a policy, as when the policy facially violates 

the IDEA, exhaustion may not be required.”81 

The Hoeft court also directly addressed the 

exhaustion requirement in terms of class action lawsuits. 

The court first rejected the notion that the class action 

nature of the suit alone entitled the plaintiffs to bypass 

the IDEA exhaustion requirement, holding that the 

“administrative remedies are not inadequate simply 

because a large class of plaintiffs is involved.”82 The court 

did note that the exhaustion requirement, however, is 
 

77 Hoeft, 967 F.2d at 1303. 
78 Id. 
79 Id. (citing H.R. 296, 99th Cong. (1985)). 
80 Id. at 1303–04 (citing H.R. 296, 99th Cong. (1985)). 
81 Id. at 1305. 
82 Hoeft, 967 F.2d at 1309.  
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applied differently in class actions, adopting the 

legislative history mentioned previously.83 The court 

construed the legislative intent to be that, although not 

every member of class must exhaust administrative 

remedies, at least some of the members must meet the 

exhaustion requirements.84 

Other courts have applied the exceptions to the 

exhaustion requirement with a more systemic focus.85 

“When a plaintiff was denied a FAPE due to a systemic 

problem that could not have been remedied by the 

administrative complaint process,” courts have often 

found exhaustion to be futile.86 It is especially noteworthy 

that some courts have recognized a totally separate and 

distinct exception to the exhaustion requirement for 

systemic violations.87 It appears most courts have 

declined to recognize a separate systemic exception.88 

Some courts have excused the exhaustion 

requirement altogether when a class action lawsuit’s 

claims are challenging a policy or practice that 

constitutes a systemic violation, not requiring that any 
 

 

 

83 Id. (citing 121 Cong. Rec. 37,416 (1975) (remarks of Sen. 

Harrison Williams)). 
84 Id. 
85 Clarksville-Montgomery Cty. Sch. Sys., 2019 U.S. Dist. 

LEXIS 20060, at *14–15. 
86 Id. at *14 (citing D.R. v. Mich. Dep't of Educ., No. 16-13694, 

2017 U.S. Dist. LEXIS 222030, at *9 (E.D. Mich. Sept. 29, 

2017)). 
87 Id. at *15 (citing Urban by Urban v. Jefferson Cty. Sch. Dist. 

R-1, 89 F.3d 720, 725 (10th Cir. 1996)); see also Ass’n for Cmty. 

Living v. Romer, 992 F.2d 1040, 1044 (10th Cir. 1993); J.G. v. 

Bd. of Educ., 830 F.2d 444, 446–47 (2nd Cir. 1987). 
88 Id. at *14–15 (citing several unpublished cases from the 

United States Court of Appeals for the Sixth Circuit); see also 

Parent/Prof’l Advocacy League v. City of Springfield, 934 F.3d 

13, 28 (1st Cir. 2019) (declining to adopt a separate systemic 

exception at this time). 
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number of class members exhaust.89 Most jurisdictions 

have appeared to follow the legislative history of the 

act,90 adopting the rule that generally at least some 

members must exhaust their administrative remedies to 

be excepted from the requirement.91 This rule is applied 

differently based on the facts of each individual case—in 

some instances a minimal number would need to 

exhaust, while in others, it could be possible that every 

class member would be required to exhaust.92 

Plaintiffs have also had success in bypassing the 

exhaustion requirement in some instances by merely 

filing disability civil claims under other statutes, 

disregarding the IDEA, or seeking to enforce the IDEA 

requirements through civil rights claims.93 

 

D. An Example: Parent/ Professional Advocacy 
League v. City of Springfield 

 
Now that a framework has been laid, in showing 

the challenges a prospective class of plaintiffs would face 

in terms of procedural barriers and administrative 

exhaustion requirements in bringing a class action, this 

paper will briefly note a recent case to illustrate how 

these barriers often times play out. 

Parent/Professional Advocacy League v. City of 

Springfield,94 initiated by the plaintiffs in the United 

States District Court for the District of Massachusetts, 

 

89 See Handberry v. Thompson, 446 F.3d 335, 343 (2d Cir. 

2006). 
90 See 121 Cong. Rec. 37,416 (1975) (remarks of Sen. Harrison 

Williams). 
91 See Romer, 992 F.2d at 1045; Parent/Prof’l Advocacy League, 

934 F.3d at 32. 
92 Parent/Prof’l Advocacy League, 943 F.3d at 32. 
93 See discussion about this topic generally in Mark C. Weber, 

Disability Harassment in the Public Schools, 43 WM. & MARY 

L. REV. 1079, 1138–41 (2002). 
94 934 F.3d 13 (1st Cir. 2019).  
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sought relief for claims of alleged violations of Title II of 

the ADA.95 The suit specifically alleged that the local 

school system was unnecessarily segregating students 

with mental health disabilities into a separate and 

inferior school.96 One affected student brought this action 

on behalf of himself and a class of “all students with a 

mental health disability who are or have been enrolled at 

[the separate school].”97 The plaintiffs sought injunctive 

and declaratory relief, including an order that the school 

system provide “school-based behavior services in 

neighborhood schools to afford [the students] an equal 

educational opportunity and enable them to be educated 

in neighborhood schools.”98 The district court denied class 

certification.99 The plaintiffs filed this consolidated 

appeal challenging the district court’s determination in 

regard to class certification and the IDEA exhaustion 

requirement.100 

The court first determined that the relief sought 

in this suit was relief available under the IDEA.101 

Applying Fry,102 the court held that the “crux of the 

complaint is that the defendants failed to provide the 

educational instruction and related services that the 

class plaintiffs need to access an appropriate education 

in an appropriate environment.”103 “That is not a claim of 

simple discrimination; it is a claim ‘contesting the 

adequacy of a special education program.’”104 The court 
 

95 Id. at 17. 
96 Id. 
97 Id. at 17–18. Two advocacy organizations also were joined as 

plaintiffs in this case, but for purposes of this paper, their 

claims and subsequent resolution will not be analyzed. 
98 Id. at 18. 
99 Id. (citing S.S. v. City of Springfield, 318 F.R.D. 210, 224 (D. 

Mass. 2016)). 
100 Id. 

101 Id. at 25. 
102 Id. at 24–25 (citing Fry, 137 S. Ct. at 756). 
103 Id. at 25. 
104 Id. (citing Fry, 137 S. Ct. at 755). 
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further observed that though the language of claims 

tracks that of ADA regulations, the claims still allege 

that the IDEA obligation that students be put in the least 

restrictive environment possible has been violated.105 

The court also observed that it was telling that the 

representative plaintiff first filed an administrative 

complaint under the IDEA, with the same allegations, 

before initiating this suit with ADA claims.106 

Having concluded that the relief sought in the suit 

was available under the IDEA, and thus also subject to 

the IDEA’s exhaustion requirement, the court proceeded 

to review the plaintiff’s argument that an exception to the 

exhaustion requirement should be applied to an IDEA 

claim alleging systemic failures of the school system.107 

Analyzing decisions of other circuits applying such an 

exception, the court said that none of those applications 

are present here, as the plaintiff’s suit is not “systemic” 

in the sense “contemplated by any such exception.”108 The 

court pointed to the individual determinations that 

would be necessary for each student and the lack of a 

“uniform system-wide policy ‘enforced at the highest 

administrative level’” that is being challenged.109 Due to 

such exception not being applicable here, the court 

declined to adopt such a rule.110 

The court next proceeded to review the decision to 

decline certification of the proposed class.111 The court 

began its analysis by stating that Dukes was applicable 

in this case.112 Applying these standards to special 

education suits the court observed: 
 

 

105 Id. 

106 Id. at 25–26 (citations omitted). 
107 Id. at 27. 
108 Id. at 27–28. 
109 Id. (citing Hoeft, 967 F.2d at 1305). 
110 Id. at 28. 
111 Id. 

112 Id. (citing Dukes, 564 U.S. at 350).  
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“in class actions relating to special 

education (which are usually brought 

under the IDEA), plaintiffs can satisfy 

Rule 23(a)’s commonality requirement by 

identifying a uniformly applied, official 

policy of the school district, or an unofficial 

yet well-defined practice, that drives the 

alleged violation.”113 

The court further observed that “[i]dentification of an 

unofficial yet well-defined practice (or set of practices) 

that is consistently and uniformly applied might also 

satisfy the commonality prerequisite.”114 

The plaintiffs attempted to satisfy the 

commonality requirement by using expert testimony 

showing that a sample of the students segregated into the 

separate school did require such a placement, and further 

that the education provided at the separate school was 

inferior to the education provided at a regular school in 

the system.115 The court stated that the problem with this 

expert opinion was “that the report claims to find a 

pattern of legal harm common to the class without 

identifying a particular driver—‘a uniform policy or 

practice that affects all class members’—of that alleged 

harm.”116 This was the same problem that the plaintiffs 

faced in Dukes.117 The court held that, absent some 

common policy being challenged, the appropriateness of 

each students educational placement would likely have 

to be determined individually rather than there being one 

common answer to that inquiry.118 The court held that 
 

 

 

113 Id. at 29. 
114 Id. 

115 Id. at 29–30. 
116 Id. at 30 (citing DL v. District of Columbia, 713 F.3d 120 

(D.C. Cir. 2013)). 
117 Id. (citing Dukes, 564 U.S. at 350). 
118 Id. at 31. 
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the district court did not abuse its discretion in denying 

class certification for lack of commonality.119 

The court also reviewed the district courts 

determination that all class members must exhaust their 

administrative remedies before forming a class.120 The 

court observed that only the representative plaintiff had 

exhausted his administrative remedies.121 The court 

noted that this could prove problematic for purposes of a 

civil action, given that individual students’ conditions 

would differ greatly and the resulting administrative 

process would look different and likely yield different 

results for each student.122 The court briefly surveyed the 

rules applied by other circuits as to how many class 

members must exhaust in varying circumstances.123 The 

court adopted the approach of the Tenth Circuit, holding 

that not every plaintiff in a class action would need to 

exhaust, but the number needed would depend on the 

circumstances of the case.124 Here, the court concluded 

that one plaintiff exhausting their remedies did not 

suffice, a conclusion supporting the decision to decline 

the certification of the class.125 

 

III. Other Means of Challenging Systemic 

Violations 

 
Now that we have completed our review of some 

of the problems facing prospective class action plaintiffs, 

it is important briefly to consider alternative legal 

methods to challenge systemic violations of special 

education  and  related  disability  rights  laws  in  an 

 

119 Id. 

120 Id. 

121 Id. 

122 Id. at 31. 
123 Id. at 32. 
124 Id. (citing Ass’n for Cmty. Living v. Romer, 992 F.2d 1040, 

1045 (10th Cir. 1993)). 
125 Id. at 32–33.  
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educational context. While the relief is generally 

somewhat limited in these venues, it is more readily 

available, generally cheaper, and there are far fewer 

barriers to initiate the relief. 

Alleging Systemic Violations in Individual Due Process 

Hearings and Subsequent Civil Actions 

Although the due process procedures under the 

IDEA are generally concerned with deciding individual 

determinations, that does not preclude allegations of a 

more systemic nature being raised in these 

proceedings.126 Furthermore, establishing systemic 

violations and practices on the administrative level forms 

a record upon which trial courts can review these 

allegations. The district courts and state courts in a 

subsequent civil action would have greater latitude to 

grant broader relief both for the individual plaintiff and 

in regard to the larger education system.127 

 

A. State Administrative Complaints 

 
Under the IDEA Federal Regulations, a state 

education agency must adopt state complaint procedures 

that may be filed alleging violations of the IDEA.128 This 

provision allows for remedies including those that 

address “(1) The failure to provide appropriate services, 

including corrective action appropriate to address the 

needs of the child (such as compensatory services or 

monetary reimbursement); and (2) Appropriate future 

provision of services for all children with disabilities.”129 

Individuals seeking relief under these state 

administrative complaints should seek information from 

their state department of education or equivalent state 
 

 

 

126 See 20 U.S.C. § 1415(i). 
127 See Weber, supra note 29, at 500–01. 
128 34 C.F.R. § 300.151 (2019). 
129 34 C.F.R. § 300.151(b) (emphasis added). 
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educational agency.130 While relief typically appears to be 

limited to the state enforcing the IDEA against local 

education agencies’ violative practices and ensuring that 

they do not continue, further relief may be available in 

limited circumstances, possibly against the state itself if 

the administrative enforcement and monitoring is 

inadequate.131 

 
B. U.S. Department of Education, Office of 

Civil Rights Complaint 

 

The U.S. Department of Education, Office of Civil 

Rights (OCR) receives complaints and investigates 

alleged violations of, among other civil rights laws, Title 

II of the ADA and Section 504 of the Rehabilitation Act 

of 1973.132 OCR has the authority to bring limited actions 

to enforce the provisions of these statutes.133 It should be 

noted, however, that the vitality of OCR complaints in 

regard to systemic violations has been called into 

question at the time of this article’s drafting.134 

Nevertheless, OCR complaints remain an avenue for 

relief that has traditionally been a favored method by 

aggrieved parents or advocacy organizations. 

 

C. Pursuing Legislative Remedies 
 

 
 

130 For an example of state procedures, see TENN. DEP’T OF 

EDUC., GUIDE TO SPECIAL EDUCATION ADMINISTRATIVE 

COMPLAINTS (2015), https://www.tn.gov/content/dam/tn/educ 

ation/legal/legal_administrative_complaint_guide.pdf. 
131 See Corey H. v. Bd. of Educ. of Chi., 534 F.3d 683 (7th Cir. 

2008). 
132 See Office of Civil Rights, About OCR, U.S. DEP’T OF EDUC., 

https://www2.ed.gov/about/offices/list/ocr/aboutocr.html (last 

visited Nov. 14, 2020). 
133 See id. 
134 See Laura Meckler, Betsy DeVos’s Civil Rights Office Closes 

 More Cases than Predecessor, WASH. POST, July 10, 2019.  

http://www.tn.gov/content/dam/tn/educ
http://www.tn.gov/content/dam/tn/educ
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Finally, legislative solutions represent potential 

effective and meaningful ways for individuals and groups 

to redress systemic problems in special education and 

education policy in general. Having a conversation with 

local board of education members, state administrative 

officials, state legislators, federal administrative 

officials, and members of Congress can prove to be a very 

helpful and insightful way to resolve disputes and seek 

policy change in a broad, impactful way. 

 

IV. Conclusion 

 
Class action lawsuits have always been an 

inherent part of special education litigation. From the 

enactment of the Individuals with Disabilities Education 

Act (IDEA) to the current day, class actions have been 

used to address and redress many systemic violations of 

the constitutional and statutory right of students with 

disabilities to receive a free, appropriate public 

education. Though it has become increasingly difficult to 

initiate such class actions due to procedural constraints, 

the courts have shown that they are not willing to 

foreclose all class relief. Class actions remain a viable and 

vital tool in ensuring that the rights of students with 

disabilities are protected now and in the future. Class 

actions and other administrative remedies can and 

should be used to address systemic failures on the part of 

America’s public schools. 
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I. Introduction 

 
Damages for the loss of a companion animal or pet 

as a result of negligence typically are limited to the value 

of the property lost, while damages for emotional harm 

are generally not recoverable.1 Arguably, however, 

companion animals are more than just property with 

economic worth because they are animate and capable of 

being the recipient of an emotional connection to their 

owners.2 In the United States, laws such as the Fair 

Housing Act, the Air Carrier Access Act, and the 

Americans with Disabilities Act permit accommodations 

for emotional support animals.3 Such legislative 

mandates recognize implicitly the emotional connection 

of owners to their companion animals, along with the 

potential for emotional harm stemming from their loss, 

in contrast to the historic common law approach that 

classifies them as the equivalent of inanimate objects. 
This paper first briefly discusses the traditional 

property classification for companion animals and the 

limited damages recoverable for their loss. The paper 

provides anecdotal evidence that some pet owners 

categorize their animals as something other than 

tangible,  personal  property.  It  then  examines  U.S. 

 

1 For an overview of the traditional treatment of damages for 

loss of a companion animal, see Phil Goldberg, Courts and 

Legislatures Have Kept the Proper Leash on Pet Injury 

Lawsuits: Why Rejecting Emotion-Based Damages Promotes 

the Rule of Law, Modern Values, and Animal Welfare, 6 STAN. 

J. ANIMAL L. & POL’Y 30 (2013). 
2 See infra notes 150–86 and accompanying text. 
3 See infra notes 75–149 and accompanying text. 
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legislation which recognizes and protects the use of 

emotional support animals. The paper advances the 

proposition that the recognition of the psychological 

benefit in such legislation inherently suggests that 

damages for emotional harm should be recoverable in pet 

loss cases, whether or not the animal is a trained 

emotional support dog. It argues that some animals, 

because of this emotional attachment to some owners, 

should fall into a property-plus category. As such, in 

appropriate circumstances, damages for mental distress 

resulting from either the intentional or negligent 

destruction of a pet should be recoverable. Finally, it 

examines how contract provisions could mitigate the 

recognition of a property-plus category, along with its 

commensurate expansion of compensatory relief. 

 

II. Common Law Property Law 

 
Traditionally, the common law views pets as 

property.4 As a result, damages for the loss of a pet are 

limited to compensatory damages representing the 

market value of the property,5 although some courts have 

debated other measurements.6  Typically, emotional 
 

4 “Animals are generally regarded as personal property.” 4 AM. 

JUR. 2D Animals § 3 (2019). Under Louisiana law, a domestic 

animal is considered corporeal movable property. Holland v. 

Teague, 996 So. 2d 325 (La. Ct. App. 2008). 
5 More specifically, dogs also are personal property for damage 

purposes, and their destruction does not give rise to any cause 

of action for personal injury damages. The measure of damages 

is the fair market value at the time of destruction. 4 AM. JUR. 

2D Animals § 116 (2019). 
6 For examples of cases considering claims for fair market 

value, intrinsic value, punitive damages, mental anguish and 

loss of companionship, see David Favre, Overview of Damages 

for Injury to Animals – Pet Losses, ANIMAL LEGAL & HIST. CTR., 

 MICH. ST. UNIV. (2003), https://www.animallaw.info/article   

http://www.animallaw.info/article
http://www.animallaw.info/article
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distress damages for the loss of the pet are not 

recoverable.7 However, if an egregious and intentional 

act results in the loss, some courts are willing to allow 

recovery for the independent tort of the intentional 

infliction of emotional distress for the outrageous 

conduct.8 An examination of four example cases 

illustrates the traditional common law approach to 

treating animals as tangible, personal property and the 

market valuation for loss. 

In Strickland v. Medlen,9 a family dog was 

accidentally euthanized by animal control. The dog, 

“Avery,” had escaped the owner’s backyard and was 

picked up by Fort Worth animal control.10 The owner and 

family members attempted to retrieve Avery, but lacked 

enough money to pay the required fees.11 Although the 

shelter hung a “hold for owner” tag on Avery’s cage to 

alert employees that the Medlens were coming for Avery, 

he was placed on the euthanasia list and put to sleep.12 

Devastated, the Medlens sued for Avery’s intrinsic value. 

The court of appeals held that a dog owner may recover 

intangible loss-of-companionship damages in the form of 

 

/overview-damages-injury-animals-pet-losses. For an 

examination of nuanced approaches to that measurement in 

various cases, see Robin C. Miller, Annotation, Damages for 

Killing or Injuring Dog, 61 A.L.R. 5th 635 (1998). 
7 Jay M. Zitter, Annotation, Recovery of Damages for 

Emotional Distress Due to Treatment of Pets and Animals, 91 

A.L.R. 5th 545 (2001) (discussing cases). For a comprehensive 

overview of emotional distress damages in pet death cases, 

see William A. Reppy, Jr., Punitive Damages in Pet-Death 

Cases: How Do the Ration Rules of State Farm v. Campbell 

Apply? 1 J. ANIMAL L. & ETHICS 19, 24–47 (2006), 

https://scholarship.law.duke.edu/cgi/viewcontent.cgi?article=2 

368&context=faculty_scholarship&sei-redir=1. 
8 See infra notes 155–60 and accompanying text. 
9 397 S.W.3d 184 (Tex. 2013). 
10 Id. at 186. 
11 Id. 
12 Id. 
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intrinsic or sentimental-value property damages.13 On 

appeal, the Texas Supreme Court determined that “[l]oss 

of companionship, the gravamen of the Medlens’ claim, is 

fundamentally a form of personal injury damage, not 

property damage,” and hence, it is not recoverable.14 

In rejecting any claim for intrinsic value or loss of 

companionship, the court reiterated the “majority rule 

throughout most of America” and declined to “jettison our 

122–year–old precedent classifying dogs as ordinary 

property, and . . . permit noneconomic damages rooted in 

relational attachment.”15 It determined that in cases in 

which “a dog’s market value is unascertainable, the 

correct damages measure is the dog’s ‘special or 

pecuniary value’ (that is, its actual value)—the economic 

value derived from its ‘usefulness and services,’ not value 

drawn from companionship or other non-commercial 

considerations.”16 The court, nevertheless, still 

recognized that “dogs are a special form of personal 

property,” that “animals, though property, are unique,” 

and that the simple job description of most dogs is, in fact, 

to “provide devoted companionship.”17 

In Barking Hound Village, LLC v. Monyak, the 

owners’ mixed-breed dachshund, “Lola,” and mixed-breed 

Labrador retriever, “Callie,” boarded for ten days at a 

kennel owned by Barking Hound Village, LLC.18 Three 

days after picking up their dogs, Lola was diagnosed with 

acute renal failure because she was “administered toxic 

doses of the medication prescribed for Callie, a much 
 
 

13 Medlen v. Strickland, 353 S.W.3d 576, 581 (Tex. App. 2011). 
14 Strickland, 397 S.W.3d at 191–92. 
15 Id. at 198. 
16 Id. at 192 (quoting Heiligmann v. Rose, 16 S.W. 931, 932 

(1891)). 
17 Id. The court pointed to laws that banned animal cruelty, dog 

fighting, and unlawful restraints of dogs to support a 

distinction of sorts. Id. 
18 787 S.E.2d 191, 193 (Ga. 2016).  
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larger dog.”19 After extensive veterinary care over a nine- 

month period, including dialysis, Lola died.20 

The Supreme Court of Georgia observed that 

“Georgia law clearly provides that a pet … is considered 

the personal property of its owner.”21 Nevertheless, it 

concluded that, for cases in which an animal is 

“negligently injured and subsequently dies as a result of 

those injuries, the proper measure of damages 

recoverable by the animal's owner includes not only the 

full market value of the animal at the time of the loss plus 

interest, but also expenses incurred by the owner in an 

effort to cure the animal.”22 The court further noted, 

however, that Georgia precedent did not allow for the 

recovery of damages based on the sentimental, or 

intrinsic value, of this type of personal property to its 

owner.23 The appeals court had reversed the trial court’s 

determination that non-economic factors could be 

introduced as evidence to demonstrate the dog’s intrinsic 

value,24 and the Georgia Supreme Court also rejected the 

trial court’s approach.25 

 

 

19 Id. 
20 Id. 
21 Id. at 194. 
22 Id. at 195. “[W]e conclude, pursuant to long-established 

Georgia precedent, that the proper measure of damages 

recoverable by the Monyaks for the negligent injury and death 

of their dog includes both the dog’s fair market value plus 

interest and any reasonable medical costs and other expenses 

they incurred in treating the animal for its injuries.” Id. at 197. 

The court noted that “determining the reasonableness of 

medical treatment and the reasonableness of its cost is a 

function for the factfinder.” Id. at 199. 
23 Barking Hound Vill., LLC v. Monyak, 787 S.E.2d 191, 198 

(Ga. 2016) 
24 Barking Hound Vill., LLC v. Monyak, 771 S.E.2d 469, 472 

(Ga. Ct. App. 2015). 
25 Barking Hound Vill., LLC v. Monyak, 787 S.E.2d 191, 198 

(Ga. 2016). 



[256]  

A CLARION CALL FOR EMOTIONAL DAMAGES IN LOSS OF 

COMPANION PET CASES 

15 TENN. J.L. & POL’Y 250 (2021) 
 

In Harabes v. Barkery, Inc., the owners’ dog, 

“Gabby,” died of medical complications after she was 

negligently subjected to extreme heat for an extended 

period of time at The Barkery, a dog grooming business.26 

When the owners retrieved Gabby she could not walk and 

had to be carried to the car.27 Although she was treated 

at veterinary hospital, Gabby had to be euthanized.28 

Plaintiffs sued to recover damages for emotional distress 

and loss of companionship. The New Jersey Superior 

Court noted that there was “no New Jersey precedent 

permitting a pet owner to recover non-economic damages 

when a pet is negligently injured or killed.”29 It reviewed 

decisions in other jurisdictions, including those more 

open to emotional distress damages, but concluded that 

public policy concerns counseled against that result.30 

Finally, in Hendrickson v. Tender Care Animal 

Hosp. Corp., the owner brought “Bear,” her golden 

retriever, to Tender Care to be neutered and implanted 

with a microchip.31 “After the procedures, Kristen Cage, 

the veterinarian on duty that evening, noticed that Bear's 

abdomen looked swollen. She ordered that x-rays be 

taken to make sure that Bear did not have gastric 

dilatation volvulus (GDV), a life-threatening condition 

that results from the accumulation of gas, fluid, or a 

combination of the two in the stomach.”.32 The vet 

concluded erroneously that Bear had significant gastric 

distention but not GDV.33 Ultimately, Bear’s condition 
 

 
 

26 Harabes v. Barkery, Inc., 791 A.2d 1142, 1143 (N.J. Super. 

Ct. Law Div. 2001). 
27 Id. 
28 Id. 
29 Id. at 1144. 
30 Id. at 1146. 
31 312 P.3d 52, 53 (Wash. Ct. App. 2013). 
32 Id. 
33 Id.  
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worsened, and he died of cardiac arrest, with the likely 

cause of death being GDV.34 

The owner sued for damages for the reckless 

breach of bailment and emotional distress.35 The court 

observed that Washington law uniformly recognizes the 

historic treatment of animals as property, with emotional 

distress damages limited to cases of malicious or 

intentional infliction of injury to animals.36 The court 

further refused to create a claim for emotional distress 

damages arising out of a bailment contract action, 

suggesting that the “more prudential approach would be 

for the Legislature to consider the matter prior to such a 

change occurring.”37 

These sample cases illustrate the prevailing view 

about the recovery of damages for the loss of pets in the 

majority of jurisdictions. While the market value is 

typically recoverable, and some jurisdictions allow for 

recovery of costs associated with a death caused through 

negligence, the majority are reluctant to recognize 

damages for any proposed intrinsic or unique value, for 

emotional distress resulting from a negligent act, or for 

loss of companionship. However, this position is likely not 

shared by the majority of pet owners. The following 

section examines the various ways in which pet owners 

demonstrate that, to them, their pets are more than 

tangible personal property valued either by the market 

or replacement value, or cost to repair. 

 

III. The Changing Role of Animals and Pets in 

Society 

 

While some animals are owned for the specific 

functions they perform, such as protecting and hunting, 
 

34 Id. at 53–54. 
35 Id. 
36 Id. at 57. 
37 Id. (quoting Gaglidari v. Denny’s Rests., Inc., 815 P.2d 1362, 

1374 (Wash. 1991)). 
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the majority of pets are not owned for some useful 

purpose. Consequently, significant sums of money are 

spent annually on pets, without any expectation of them 

doing anything except  offering their  owners 

companionship and adoration, as noted by the Texas 

Supreme Court.38  The total U.S.  pet industry 

expenditures in 2019 was $95.7 billion.39 Estimated 

expenditures for 2020 are $99 billion, categorized as: 

Food $38.4 billion; Supplies/OTC Medicine $19.8 billion; 

Vet Care $30.2 billion; and Other Services $10.7 billion.40 

Niche markets have developed in the pet product 

and services industry, as well. For example, Chinese 

herbal treatments, as well as acupuncture, are now 

available for pets.41 The market for grooming, training, 

boarding, pet sitting, and dog-walking has nearly 

doubled over the past decade, particularly price-premium 

services.42 In-home pet-sitting and dog-walking services 

can prove quite lucrative for entrepreneurs.43  The 
 

 
 

38 Strickland, 397 S.W.3d at 198. 
39 Pet Industry Market Size and Ownership Statistics, AM. PET 

PROD. ASS’N, https://www.americanpetproducts.org/press_ind 

ustrytrends.asp. 
40 Id. 
41 See, e.g., Jean Hofve, A Short Guide to Chinese Herbal 

Medicine for Dogs and Cats, ONLY NAT. PET (Aug. 10, 2020), 

https://www.onlynaturalpet.com/blogs/holistic-healthcare- 

library/a-short-guide-to-chinese-herbal-medicine-1; Jean 

Scherwenka, Chinese herbs for your dog’s arthritis, ANIMAL 

WELLNESS (Apr. 29, 2014), https://animalwellnessmagazine. 

com/chinese-herbs-dogs-arthritis/. 
42 Pet Grooming and Boarding Industry in the U.S. – Market 

Research Report, IBISWORLD (Apr. 15, 2020), https://www.ibis 

world.com/united-states/market-research-reports/pet- 

grooming-boarding-industry/. 
43 Brett Arends, This 50-year-old dog walker retired after 

making more than $1 million — working just three days a week, 

 MARKETWATCH (Dec. 28, 2019), https://www.marketwatch. 

http://www.americanpetproducts.org/press_ind
http://www.americanpetproducts.org/press_ind
http://www.onlynaturalpet.com/blogs/holistic-healthcare-
http://www.onlynaturalpet.com/blogs/holistic-healthcare-
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availability of natural pet food stores, pet boutiques, pet 

bakeries, dog spas, doggie day-care facilities, and off- 

leash dog parks all suggest that people love and spoil 

their pets.44 Hotels also welcome pets, sometimes with 

special packages designed specifically for them.45 

Aside from the financial investment willingly 

made by owners for a net economic return of zero, there 

is strong evidence that public opinion considers animals, 

including pets, to be more than a just form of tangible 

property. People all over the world were enthralled with 

the amazing journey of Gobi, the true story of a runner 

and a stray Chinese desert dog that became his faithful 

companion during a marathon, with the two forging an 

unbreakable bond.46 

The flip side of such a love story is the 

commensurate outrage with which the public generally 

responds to animal mistreatment.47 Horrific conditions in 

puppy mills quickly draws the public ire,48 and concern 

 

com/story/this-50-year-old-dogwalker-retired-after-making- 

over-1-million-working-just-three-days-a-week-2019-08-27. 
44 Julie Chen, How Much Is that Doggy in the Window, FED. 

LAW. (June 2007), at 8, https://www.fedbar.org/wp- 

content/uploads/2007/06/sidebar-jun2007-pdf-1.pdf. 
45 See Nina Ruggiero, The Best Dog-friendly Hotels in the 

U.S., TRAVEL & LEISURE (June 29, 2019), 

https://www.travelandleisure.com/hotels-resorts/pet-friendly- 

hotels/best-dog-friendly-hotels (providing examples). 
46 See DION LEONARD & CRAIG BORLASE, FINDING GOBI (2017) 

(recounting their incredible journey). 
47 Kathleen Wilde, Note, Animal Law in Nevada: All Bark and 

No Bite, 11 NEV. L.J. 254, 255–56 (2010). 
48 See, e.g., Michele W. Forehand, Public outrage over puppy 

mill should spark animal abuse law reform, DOTHAN EAGLE 

(Mar. 28, 2017), https://www.dothaneagle.com/opinion/edit 

orials/public-outrage-over-puppy-mill-should-spark-animal- 

abuse-law/article_6ce9f45a-13f9-11e7-875d- 

bbdf4a150a9a.html; Lissa Guyton, Rescue group calls for more 

action in alleged puppy mill case, ABC NEWS TOLEDO, OHIO 

(Nov.  8,  2019),  https://www.13abc.com/content/news/Local- 

http://www.fedbar.org/wp-
http://www.fedbar.org/wp-
http://www.travelandleisure.com/hotels-resorts/pet-friendly-
http://www.travelandleisure.com/hotels-resorts/pet-friendly-
http://www.dothaneagle.com/opinion/edit
http://www.dothaneagle.com/opinion/edit
http://www.13abc.com/content/news/Local-
http://www.13abc.com/content/news/Local-
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for mistreatment has made pets the subject of protective 

orders, as well.49 Moreover, Congress passed the Animal 

Crush Video Prohibition Act of 2010, which made it a 

federal crime to show animals being crushed, burned, 

drowned, suffocated, impaled, or subjected to other forms 

of torture.50 Most recently, a federal law passed in 2019, 

the Preventing Animal Cruelty and Torture Act, for the 

first time, makes intentional acts of cruelty themselves a 

federal crime, and provides for penalties of up to seven 

years in prison.51  Animal rights advocates and their 
 

 

rescue-group-calls-for-more-action-in-alleged-puppy-mill-case- 

564626971.html; Paul Solotaroff, The Dog Factory: Inside the 

Sickening World of Puppy Mills, ROLLING STONE MAG. (Jan. 3, 

2017), https://www.rollingstone.com/culture/culture-features/ 

the-dog-factory-inside-the-sickening-world-of-puppy-mills- 

112161/; see also Rebecca J. Huss, Lessons Learned: Acting as 

Guardian/Special Master in the Bad Newz Kennels Case, 15 

ANIMAL L. 69 (2008) (discussing the author’s role as 

guardian/special master for the American Pit Bull Terriers in 

the criminal case against Michael Vick for his unlawful dog 

fighting activities). 
49 See, e.g., Dianna J. Gentry, Including Companion Animals 

in Protective Orders: Curtailing the Reach of Domestic Violence, 

13 YALE J.L. & FEMINISM 97 (2001) (discussing the problem of 

animal abuse in the domestic violence setting and proposing 

model legislation for defining and including companion 

animals in protective orders); Joan MacLeod Heminway & 

Patricia Graves Lenaghan, Safe Haven Conundrum: The Use 

of Special Bailments to Keep Pets Out of Violent Households, 12 

TENN. J. L. & POL’Y 79 (2017) (proposing that safe haven 

shelters use a conditional bailment for the pets of domestic 

violence victims to prevent the pet’s return to its owner if there 

was a significant risk of harm). 
50 Pub. L. No. 111-294, 124 Stat. 3177 (2010). 
51 Pub. L. No. 116-72, 133 Stat. 1151 (2019). The statute makes 

criminal “animal crushing” defined as “actual conduct in which 

one or more living non-human mammals, birds, reptiles, 

 or  amphibians  is  purposely  crushed,  burned,  drowned, 

http://www.rollingstone.com/culture/culture-features/
http://www.rollingstone.com/culture/culture-features/
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efforts are also a testament to a significant societal 

segment’s desire to ensure that animals are protected 

from abuse.52 Of particular note, is the growing 

movement to stop cosmetic testing on animals, with three 

states now banning the sale of cosmetics that have used 

animals in testing.53 

The grieving process for the loss of a pet also 

demonstrates an emotional attachment to the animal.54 

In recognition of the pain associated with such a loss, 

there are numerous organizations and resources that are 

available to help pet owners deal with the loss.55 Losing 

 

suffocated, impaled, or otherwise subjected to serious bodily 

injury  ” 
52 See David S. Favre, Judicial Recognition of the Interests of 

Animals-A New Tort, 2005 MICH. ST. L. REV. 333, 334 (2005) 

(evaluating how the legal system deal with the claims of 

animals for protection against harms inflicted by humans); 

Stephen A. Plass, Exploring Animal Rights As an Imperative 

for Human Welfare, 112 W. VA. L. REV. 403, 403 (2010) 

(evaluating arguments in support of more legal protection for 

animals). 
53 Deb Pressey, Pritzker signs statewide ban on sale of cosmetics 

tested on animals, STATE-JOURNAL REGISTER (Aug. 14, 2019), 

https://www.sj-r.com/news/20190814/pritzker-signs-statewide- 

ban-on-sale-of-cosmetics-tested-on-animals. 
54 Wilde, supra note 47, at 256–57; see also William C. Root, 

Note, “Man’s Best Friend”: Property or Family Member? An 

Examination of the Legal Classification of Companion Animals 

and Its Impact on Damages Recoverable for Their Wrongful 

Death or Injury, 47 VILL. L. REV. 423, 439–41(2002) (discussing 

grief reactions reflective of the human-animal bond). 
55 See, e.g., Grief Support Center, RAINBOW BRIDGE, 

https://www.rainbowsbridge.com/grief_support_center/grief_s 

upport_home.htm; Pet Loss and Grief Resources, BEST 

FRIENDS, https://resources.bestfriends.org/article/pet-loss-and- 

grief-resources; Pet Loss Support, UNIV. FLA. SMALL ANIMAL 

HOSP., COLLEGE OF VETERINARY MEDICINE, 

https://smallanimal.vethospital.ufl.edu/resources/pet-loss- 

support/; Pet Loss Support Hotline, CUMMINGS SCH. 

VETERINARY MEDICINE, TUFTS UNIV., 

http://www.sj-r.com/news/20190814/pritzker-signs-statewide-
http://www.sj-r.com/news/20190814/pritzker-signs-statewide-
http://www.rainbowsbridge.com/grief_support_center/grief_s
http://www.rainbowsbridge.com/grief_support_center/grief_s
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a pet can “impair our emotional and physical health. 

Symptoms of acute grief after the loss of a pet can last 

from one to two months, with symptoms of grief 

persisting up to a full year.”56 The owner may experience 

physical manifestations of the distress, in addition to 

psychological trauma and emotional anxiety. The New 

England Journal of Medicine reported that an older 

woman, who suffered the loss of her dog, experienced 

acute onset of severe chest pain, diagnosed as Takotsubo 

cardiomyopathy, or stress cardiomyopathy, typically 

preceded by a stressful or emotional event.57 

That people are willing to remain with their pets 

in the face of natural disasters is another indication that 

there is a sense of emotional attachment as well as a 

sense of responsibility to what many owners consider to 

be a family member.58 Of the one-third of the people who 

chose to stay behind during Hurricane Katrina, “[F]orty- 
 
 

https://vet.tufts.edu/petloss/pet-loss-support-hotline-support- 

group-link/. For suggested approaches to coping with the loss, 

see Four Steps to Take After Experiencing Pet Loss, PSYCHOL. 

TODAY (Feb 3, 2017), https://www.psychology 

today.com/us/blog/animal-attachment/201702/four-steps-take- 

after-experiencing-pet-loss. 
56 Guy Winch, Why We Need to Take Pet Loss Seriously, 

SCIENTIFIC AM. (May 22, 2018), https://www.scientific 

american.com/article/why-we-need-to-take-pet-loss-seriously/. 
57 Abhishek Maiti & Abhijeet Dhoble, Takotsubo 

Cardiomyopathy, 377 NEW ENGLAND J. MEDICINE e24 (Oct. 

2017). 
58 Marianna Parraga, Texans refuse to leave pets behind as they 

flee Harvey, REUTERS (August 28, 2017), https://www.reut 

ers.com/article/us-storm-harvey-animals/texans-refuse-to- 

leave-pets-behind-as-they-flee-harvey-idUSKCN1B82A1; see 

also Megan McNabb, Pets in the Eye of the Storm: Hurricane 

Katrina Floods the Courts with Pet Custody Disputes, 14 

ANIMAL L. 71, 73 (2007) (discussing the existing law and ethics 

relevant to animal custody cases, particularly those arising 

 from Hurricane Katrina).  
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four percent said they did not want to leave their pets.”59 

As a result, Congress passed the Pet Evacuation and 

Transportation Standards Act, which requires states to 

create disaster plans that include arrangements for 

family pets.60 Moreover, that sense of responsibility 

accounts for emerging estate planning devices designed 

specifically to address the care of the pet in the case of its 

caregiver’s incapacity or death.61 

Divorce proceedings shed additional light on the 

changing role of pets. Traditionally judges treat pets as 

any other personal property, subject to equitable 

distribution or community property laws, although some 

courts appear to be more open to other arguments.62 That 

people are willing to incur substantial legal costs to 

obtain custody of their pets, when they could be replaced 

for much less, is a testament to the fact that pets are not 
 

59 Kathleen Struck, Pet Owners Loath to Leave Their Pals 

During Evacuations, VOANEWS (Sept. 14, 2018), 

https://www.voanews.com/usa/pet-owners-loath-leave-their- 

pals-during-evacuations. 
60 Pub. L. No. 109-308, § 2, 120 Stat. 1725, 1725 (2006) (codified 

as amended at 42 U.S.C. § 5196 (20**). For a discussion of the 

Act, see The PETS Act: Companion Animals Affected by 

Natural Disasters, ANIMAL  LEG. DEFENSE  FUND, 

https://aldf.org/article/the-pets-act-companion-animals- 

affected-by-natural-disasters/. See also  Paige  Chretien, 

Discretion Bites: The Current State of Animal Emergency 

Planning, 8 San Diego J. Climate & Energy L. 249, 250 (2017) 

(discussing  the statute and  the  state  of emergency 

preparedness in California). 
61 See Shari L. Miller, Arizona Attorney’s Guide to Pet Trusts, 1 

PHOENIX L. REV. 473, 476 (2008) (providing an overview on 

creating pet trusts in Arizona). 
62 Kirsten M. Koepsel, A Public Policy Argument for Mediation 

of Pet Custody Disputes, 2 MID-ATLANTIC J.L. & PUB. POL’Y 83, 

85–93 (2013); see also Ann Hartwell Britton, Bones of 

Contention: Custody of Family Pets, 20 J. AM. ACAD. MATRIM. 

L. 1, 4 (2006); T. Christopher Wharton, Note, Fighting Like 

Cats and Dogs: The Rising Number of Custody Battles Over the 

Family Pet, 10 J.L. & FAM. STUD. 433, 434 (2008). 

http://www.voanews.com/usa/pet-owners-loath-leave-their-
http://www.voanews.com/usa/pet-owners-loath-leave-their-
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just property to their owners.63 One two-year custody 

battle racked up over $150,000 in legal fees.64 Some 

commentators suggest mediation in animal custody 

matters to diffuse the emotional nature of animal-related 

disputes and bring peace and resolution to both parties.65 

Some couples and roommates are proactive regarding 

custody issues and execute a “Pet Custody Agreement” 

that outlines a living arrangement in the event of a 

separation, including visitation rights and care 

responsibilities.66 

In sum, although the common law principles 

suggest that dogs are personal property, no different than 

furniture, reality suggests that humans have a symbiotic 

relationship with their pets that is very different from the 

one of functionality that characterizes their relationship 

to inanimate objects, such as furniture.67 Some humans 

love their pets, feel a great responsibility for them, and 

receive what they perceive to be reciprocity of affection 

 

63 Stanley Coren, In a Divorce Who Gets Custody of the Dog?, 

PSYCHOL. TODAY (Oct. 03, 2018), 

https://www.psychologytoday.com/us/blog/canine- 

corner/201810/in-divorce-who-gets-custody-the-dog. 
64 Christopher Mele, When Couples Divorce, Who Gets to Keep 

the Dog? (Or Cat.), N.Y. TIMES, (Mar. 23, 2017), https://www.ny 

times.com/2017/03/23/us/divorce-pet-custody-dog-cat.html. 
65 Michael Ploudre Kaiser, Cut the Dog in Half: Resolving 

Animal Law Disputes Through the Use of Alternative Dispute 

Resolution, 15 CARDOZO J. CONFLICT RESOL. 515, 515–529 

(2014). 
66 See, e.g., Free Pet Agreement, LAW DEPOT, https://www.law 

depot.com/contracts/pet-agreement/?loc=US#.XeMV-  

NV7mM8, Free Pet Custody Agreement, LEGAL TEMPLATES, 

https://legaltemplates.net/form/pet-custody-agreement/. 
67 See Rebecca J. Huss, Separation, Custody, and Estate 

Planning Issues Relating to Companion Animals, 74 U. Colo. 

L. Rev. 181, 187 (2003) (discussing the domestication of 

animals and the changing perception of certain companion 

 animals in our society).  

http://www.psychologytoday.com/us/blog/canine-
http://www.psychologytoday.com/us/blog/canine-
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and dependency from them.68 Federal law also recognizes 

the support role animals can play in their relationship 

with humans on an emotional level, as well as with 

specific tasks. The next section discusses how federal 

policy that is embodied in statutory enactments 

recognizes the significance of the relationship between 

animals and disabled individuals. 

 
IV. Statutory Recognition of Emotional Support 

Role under Federal Law 

 

Service animals have been used for animal- 

assisted activities and animal-assisted therapy for some 

time.69 Studies have found that individuals with 

psychiatric disorders, such as post-traumatic stress, 

seem to benefit greatly from emotional support animals.70 

 

68 See John Archer, Why Do People Love Their Pets?, 18 

EVOLUTION & HUM. BEHAVIOR 237 (1997), https://reader. 

elsevier.com/reader/sd/pii/S0162309599800014?token=9DBBE 

DC4FA918340C8B55A8FDC4FBC287A685E30A146E8125BB 

DB6A870BF61770F0ED6CE8350361E28649D6CE87EE9B4 

(reviewing characteristics of the relationship with pets being 

both sources of security and the objects of caregiving). 
69 Rebecca J. Huss, Why Context Matters: Defining Service 

Animals Under Federal Law, 37 PEPP. L. REV. 1163, 1166–69 

(2010). 
70 Kristin M. Bourland, Note, Advocating Change Within the 

ADA: The Struggle to Recognize Emotional-Support Animals as 

Service Animals, 48 U. LOUISVILLE L. REV. 197, 205–07 (2009); 

Christopher C. Ligatti, No Training Required: The Availability 

of Emotional Support Animals as a Component of Equal Access 

for the Psychiatrically Disabled Under the Fair Housing Act, 35 

T. MARSHALL L. REV. 139, 141–42 (2010); Chelsea Hernandez- 

Silk, They Say Emotional Support Dog, We Say Service Dog: 

Why the Americans with Disabilities Act Should Recognize 

Emotional Support Dogs as Service Animals, 21 RICH. PUB. INT. 

L. REV. 313, 318–20 (2018). But see Karin Brulliard, Therapy 

animals are everywhere. Proof that they help is not, WASH. POST 

(July 2, 2017), https://www.washingtonpost.com/news/ 

animalia/wp/2017/07/02/therapy-animals-are-everywhere- 

http://www.washingtonpost.com/news/
http://www.washingtonpost.com/news/
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Companion animals integrated into the programming of 

correctional facilities suggest there is a decrease in 

inmate violence and a potential decline in recidivism.71 

Court facility dog programs also use comfort dogs to 

assist children who are involved in judicial proceedings 

and who must give potentially traumatic testimony.72 

Older adults are increasingly keeping and benefiting 

from companion animals,73 and there are programs for 

allowing pets to visit nursing homes, assisted living 

facilities, hospitals and people in hospice care.74 Federal 

law also recognizes the beneficial relationship that can be 

forged between humans and their animal companions. 

The subsequent sections discuss four federal statutes 

that require accommodation for service animals, and in 

some circumstances, an emotional support animal (ESA). 
 
 

proof-that-they-help-is-not/ (questioning some conclusions 

about therapeutic effects); Kate Thayer, Despite the popularity 

of emotional support animals, experts say there’s little evidence 

they  work,  CHICAGO   TRIBUNE   (May  30,  2018), 

https://www.chicagotribune.com/lifestyles/ct-life-emotional- 

support-animals-evidence-20180521-story.html (evaluating 

with skepticism claims of measurable mental health benefits). 
71 Rebecca J. Huss, Canines (and Cats!) in Correctional 

Institutions: Legal and Ethical Issues Relating to Companion 

Animal Programs, 14 NEV. L.J. 25, 33–34 (2013) (discussing 

the benefits and challenges of their integration). 
72 Casey Holder, Comment, All Dogs Go to Court: The Impact 

of Court Facility Dogs as Comfort for Child Witnesses on a 

Defendant’s Right to a Fair Trial, 50 HOUS. L. REV. 1155, 1156 

(2013). 
73 Rebecca J. Huss, Re-Evaluating the Role of Companion 

Animals in the Era of the Aging Boomer, 47 AKRON L. REV. 

497, 498 (2014) (arguing in favor of more support for older 

adults to obtain, foster, and care for companion animals in 

housing). 
74 For example, Wags for Hope is a nonprofit “that provides 

volunteers with their pets to bring joy to the lives of others.” 

 WAGS FOR HOPE, https://www.wagsforhope.org/.  

http://www.chicagotribune.com/lifestyles/ct-life-emotional-
http://www.chicagotribune.com/lifestyles/ct-life-emotional-
http://www.wagsforhope.org/
http://www.wagsforhope.org/
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A. The Fair Housing Act 

 
Congress passed the Fair Housing Act (FHA) in 

1968 to protect individuals against discrimination in the 

sale or rental of housing on the basis of race, national 

origin, religion and color.75 The Fair Housing 

Amendments Act (FHAA) of 1988 complemented the FAA 

by covering “handicapped” individuals as well.76 The 

definition of an individual with a handicap under the 

statutes includes persons with either a physical or 

mental impairment “which substantially limits one or 

more of such person’s major life activities, a record of 

having such an impairment, or being regarded as having 

such an impairment.”77 Therefore, individuals with 

mental disabilities are covered under the statute, 

although they arguably still face a substantial stigma in 

locating housing.78 

According to the Department of Housing and 

Urban Development (HUD), tenants may keep an 

assistance animal – an animal that works, provides 

assistance, or performs tasks for the benefit of a person 

with a disability, or that provides emotional support that 
 

75 Pub. L. No. 88-352, 78 Stat. 241 (1968) (codified in scattered 

sections of 42 U.S.C. §§ 3601–3619). The FHA covers a wide 

range of housing. 42 U.S.C. § 3603(a) (2019). 
76 Pub. L. No. 100-430, 102 Stat. 1619 (1988) (codified in 

scattered sections of 42 U.S.C. §§ 3601–19) (Note: Use of the 

term “handicapped” rather than “disabled” is outdated and use 

of the term in this article merely reflects the language in the 

original statute). Discrimination based upon familial status is 

also prohibited. 42 U.S.C. § 3604(b) (2019). Victims of 

discrimination can seek redress through private lawsuits as 

well as through an administrative remedy through the 

Department of Housing and Urban Development (HUD). 42 

U.S.C. §§ 3610–14 (2019). 
77 42 U.S.C. § 3602(h) (2019). The term excludes individuals 

with a current, illegal use of or addiction to a controlled 

substance. 
78 Ligatti, supra note 70, at 140, 151–52 (2010). 
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alleviates one or more identified effects of a person’s 

disability.79 The term thus covers both service animals, 

such as guide dogs for blind individuals which assist with 

a specific task, as well as ESAs.80 There is little statutory 

or regulatory guidance on the specifics of assistance 

animals, although presumably no training is required 

because the ability to comfort and provide a nexus with 

the person’s disability is considered sufficient.81 

However, there should be a nexus between the disability 

diagnosis and the use of the animal in its treatment.82 

Further, the presence of the animal, even in the face of a 

no-pets policy, arguably should be considered as part of a 

reasonable accommodation.83 The accommodation 

process is a fact specific inquiry that balances the needs 
 
 

79 The animal can be excluded if it is not properly controlled 

or housebroken. 28 C.F.R. § 35.136(b). For other 

qualifications, see Assistance Animals, HUD.GOV, U.S. DEPT. 

OF HOUSING, 

https://www.hud.gov/program_offices/fair_housing_equal_opp/ 

assistance_animals#_What_Is_an. 
80 For a discussion of HUD’s more inclusive reading of the term 

assistance animal to include ESAs, see Rebecca J. Huss, A 

Conundrum for Animal Activists: Can or Should the Current 

Legal Classification of Certain Animals Be Used to Improve the 

Lives if All Animals? The Intersection of Federal Disability 

Laws and Breed-Discriminatory Legislation, 2015 MICH. ST. L. 

REV. 1561, 1582–87 (2015). 
81 Mariko Yamamoto, Mayllynne T. Lopez & Lynette A. Hart, 

Registrations of Assistance Dogs in California for 

Identification Tags: 1999–2012, PLOS ONE (Aug. 19, 2015), 

https://journals.plos.org/plosone/article?id=10.1371/journal.po 

ne.0132820. 
82 See Rebecca J. Huss, No Pets Allowed: Housing Issues and 

Companion Animals, 11 ANIMAL L. 69, 74–75 (2004). 
83 Ligatti, supra note 70, at 149–63. For a discussion of case law 

on the accommodation of service animals under the FHA and 

the waiver of a no-pet rule, see Huss, supra note 69, at 1196– 

 1202.  

http://www.hud.gov/program_offices/fair_housing_equal_opp/
http://www.hud.gov/program_offices/fair_housing_equal_opp/
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of individuals with disabilities with the potential adverse 

impact on others.84 

 

B. Air Carrier Access Act 

 
The Air Carrier Access Act (ACAA) prohibits 

discrimination by air carriers based on disabilities.85 The 

regulatory guidance clarifies that passengers with 

service animals on commercial flightsshould be protected 

in certain circumstances.86 It is yet unsettled, however, 

whether Congress created a private cause of action for 

damages resulting from a denial of an emotional support 

companion animal accommodation under the ACAA,87 or 

whether the Act preempts state-law negligence claims for 

injuries related to a failure to provide appropriate 

accommodations.88 Airlines, however, may refuse to carry 
 

84 Kathleen Farro Ryan, Reasonable Accommodation Review of 

Service Animals Under the Americans with Disabilities Act and 

Fair Housing Act: The “Fact-Specific Inquiry”, FED. LAW. 

(Jan/Feb 2017), at 8, 

http://www.fedbar.org/Resources_1/Federal-Lawyer- 

Magazine/2017/JanuaryFebruary/Columns/Spotlight-on-Civil- 

Rights.aspx?FT=.pdf. 
85 49 U.S.C. § 41705 (2019). For a discussion of the evolution 

of the ACAA and suggested changes to facilitate travel for 

people with disabilities, see Erin M. Kinahan, Despite the 

ACAA, Turbulence Is Not Just in the Sky for Disabled 

Travelers, 4 DEPAUL J. HEALTH CARE L. 397 (2001). 
86 14 C.F.R. § 382.117(a) (2019). 
87 See Love v. Delta Air Lines, 310 F.3d 1347, 1359 (11th Cir. 

2002) (concluding that Congress did not intend to create a 

private right of action in a federal district court to vindicate the 

ACAA’s prohibition against disability-based discrimination); 

see also Kristine Cordier Karnezis, Recovery for Discriminatory 

Conduct Under Air Carrier Access Act, 49 U.S.C.A. § 41705, 

188 A.L.R. FED. 367, §§ 3&4 (2003). 
88 See, e.g., Diveroli v. American Airlines, Inc., 2019 WL 

5697198, *4 (S.D. Fla. Nov. 4, 2019) (concluding that alleged 

negligence claim for failure to accommodate is disability claim 

preempted by ACAA); Adler v. WestJet Airlines, Ltd., 31 F. 

http://www.fedbar.org/Resources_1/Federal-Lawyer-
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animals if they determine that: (1) certain factors, such 

as the size and weight of the animal, would preclude the 

animal from traveling in the cabin of the aircraft; (2) the 

animal would pose a “direct threat to the health or safety 

of others;” (3) the animal would cause a “significant 

disruption of cabin service;” or (4) the law of the 

destination country would prohibit entry of the animal.89 

Previously the Department of Transportation 

(DOT) required airlines to recognize emotional support 

animals (ESA) and psychiatric service animals (PSA) as 

service animals, but allowed airlines to require that ESA 

and PSA users provide a letter from a licensed mental 

health professional of the passenger’s need for the 

animal.90 PSAs, like other traditional service animals, 

are trained to perform a specific task for a passenger with 

a disability, whereas ESAs provide emotional support for 
 

 

 

 
 

Supp. 3d 1381, 1386 (S.D. Fla. 2014) (holding that the ACAA 

may be relevant to the defendant airline’s duty of care); 

Gilstrap v. United Air Lines, Inc., 709 F.3d 995, 1010 (9th Cir. 

2013) (holding that the ACAA and its implementing 

regulations preempt state standards of care on providing 

assistance to passengers with disabilities in moving through 

the airport but not available state remedies for violating those 

standards); Elassaad v. Independence Air, Inc., 613 F.3d 119, 

133 (3d Cir. 2010) (concluding that the ACAA mandate to 

ensure nondiscriminatory treatment of disabled passengers 

can coexist with the standard of care required under state law). 
89 14 C.F.R. §382.117(f) (2019). U.S. Airlines are not required 

to accommodate certain unusual animals such as snakes, 

reptiles, ferrets, rodents and spiders. 
90 14 C.F.R. § 382.117(e) (2019). DOT permits airlines to 

require that passengers give an advance notice of 48 hours if 

they plan to travel with an ESA or PSA so that the airlines 

have sufficient time to assess the passenger’s documentation. 

14 C.F.R. § 382.27(c)(8) (2019).  
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a passenger with a mental/emotional disability but are 

not trained to perform specific tasks.91 

Prompted by complaints concerning animals on 

aircrafts, as well as the treatment of animals 

transported, DOT sought public comment on the 

regulation concerning the transportation of service 

animals.92 The Department sought input on ensuring 

nondiscriminatory access for individuals with 

disabilities, while simultaneously preventing instances 

of fraud.93 Complaints suggested that online companies 

sold phony certificates for service and support animals, 

and there was insufficient oversight and control.94 DOT 

issued guidance in 2019 that clarified some issues, for 

example, that exotic species can be acceptable emotional 

support animals, that health and safety must be 

reasonably documented by the passenger, and that 

containment of an animal must be reasonable.95 Most 

 

91 Advance Notice of Proposed Rulemaking, Traveling by Air 

with Service Animals, U.S. DEPT. OF TRANSPORTATION, 4–5 

(May 16, 2018), 

https://www.transportation.gov/sites/dot.gov/files/docs/resourc 

es/individuals/aviation-consumer-protection/310476/service- 

animal-anprm-final.pdf. 
92 Id. at 32. 
93 Id. at 1, 25. 
94 Hal Herzog, Emotional Support Animals: The Therapist’s 

Dilemma, PYSCHOL. TODAY (July 19, 2016), 

https://www.psychologytoday.com/us/blog/animals-and- 

us/201607/emotional-support-animals-the-therapists-   

dilemma; Joseph Darius Jaafari, Emotional Support Animals 

Are Not Service Animals. Here’s Why It Matters, NATIONS 

SWELL (Sept. 5, 2018), https://nationswell.com/service-animal- 

fraud-esa/. But see Regina Schoenfeld-Tacher, et al., Public 

Perceptions of Service Dogs, Emotional Support Dogs, and 

Therapy Dogs, 14 INT’L J. ENVTL. RES. & PUB. HEALTH 1 (2017) 

(reporting that misrepresentation of assistance animals is 

perceived by the general public to be lower than presumed). 
95 Guidance on Nondiscrimination on the Basis of Disability in 

Air Travel, U.S. DEPT. OF TRANSPORTATION (Aug. 8, 2019), 

http://www.transportation.gov/sites/dot.gov/files/docs/resourc
http://www.transportation.gov/sites/dot.gov/files/docs/resourc
http://www.psychologytoday.com/us/blog/animals-and-
http://www.psychologytoday.com/us/blog/animals-and-
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recently, in January of 2020, The Department of 

Transportation announced a public comment period on 

proposed amendments to its Air Carrier Access Act 

(ACAA) regulation on the transportation of service 

animals by air.96 The Notice of Proposed Rulemaking 

(NPRM) on Traveling by Air with Service Animals 

proposed to track more closely the treatment of emotional 

support animals under Titles II and III of the Americans 

with Disabilities Act (ADA),97 and define a service animal 

as a dog that is individually trained to do work or perform 

tasks for the benefit of a person with a disability, as well 

as to include a psychiatric service animal within the 

definition of a service animal, requiring it to have 
 

 

 

 

 

 

 

 

 

 

 

 

https://www.transportation.gov/sites/dot.gov/files/docs/resourc 

es/individuals/aviation-consumer-protection/345426/final- 

enforcement-policy.pdf. For an overview of the changes, see 

Julia Thompson, Flying with an emotional support animal? 

This DOT guidance might help you, USA TODAY (Aug. 8, 2019), 

https://www.usatoday.com/story/travel/airline- 

news/2019/08/08/emotional-support-animals-flights-dot- 

issues-clarifying-guidance/1958817001/. 
96 U.S. Department of Transportation Seeks Comment on 

Proposed Amendments to Regulation of Service Animals on 

Flights, U.S. DEPT OF TRANSPORTATION (Jan. 22, 2020), 

https://www.transportation.gov/briefing-room/us-department- 

transportation-seeks-comment-proposed-amendments- 

regulation-service. 
97 See infra notes 133–42 and accompanying text.  

http://www.transportation.gov/sites/dot.gov/files/docs/resourc
http://www.transportation.gov/sites/dot.gov/files/docs/resourc
http://www.usatoday.com/story/travel/airline-
http://www.usatoday.com/story/travel/airline-
http://www.transportation.gov/briefing-room/us-department-
http://www.transportation.gov/briefing-room/us-department-
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training like other service animals.98 The final rule took 

effect in January of 2021.99 

 

C. The Americans with Disabilities Act 

 
Based upon findings that discrimination persisted 

against individuals with disabilities to the detriment of 

those victims, as well as to the productivity of society as 

a whole,100 Congress passed the Americans with 

Disabilities Act (ADA) in July of 1990 with its declared 

purpose being “to provide a clear and comprehensive 

 

98 Advance Notice of Proposed Rulemaking, Traveling by Air 

with Service Animals, U.S. DEPT. OF TRANSPORTATION (Jan. 22, 

2020), https://cms8.dot.gov/sites/dot.gov/files/2020- 

01/traveling-air-service-animals-nprm.pdf. Other proposed 

regulatory controls include required attestations of good 

behavior and health, as well as the ability to relieve itself in a 

sanitary manner on long flights, requirements for check-in, a 

limitation on the number of animals per passenger (2), 

prohibition on breed discrimination and a requirement that the 

animal’s carrier fit under the handler’s foot space. Id. 
99 U.S. Department of Transportation Announces Final Rule on 

Traveling by Air with Service Animals, , U.S. DEPT. OF 

TRANSPORTATION (Dec. 2, 2020), https://www.transportat 

ion.gov/briefing-room/us-department-transportation- 

announces-final-rule-traveling-air-service-animals. For an 

overview of the changes see Traveling by Air with Service 

Animals, U.S. DEPT. OF TRANSPORTATION, https://www.tran 

sportation.gov/sites/dot.gov/files/2020-12/Service%20Animal% 

20Final%20Rule.pdf. 
100 42 U.S.C. § 12101(a) (2019). Congress concluded in 1990 that 

“individuals with disabilities are a discrete and insular minority 

who have been faced with restrictions and limitations, subjected 

to a history of purposeful unequal treatment, and relegated to a 

position of political powerlessness in our society, based on 

characteristics that are beyond the control of such individuals 

and resulting from stereotypic assumptions not truly indicative 

of the individual ability of such individuals to participate in, and 

contribute to, society.” 42 U.S.C. § 12101(a)(7) (2008). 
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national mandate for the elimination of discrimination 

against individuals with disabilities.”101 In its separate 

titles, the ADA targets, inter alia, the critical areas of 

Employment (Title I), Public Entities (Title II), and 

Public Accommodations (Title III).102 

 

1. Title I 

 
Title I of the ADA prohibits discrimination in 

employment against qualified individuals with disabilities 

“in regard to job application procedures, the hiring, 

advancement, or discharge of employees, employee 

compensation, job training, and other terms, conditions, 

and privileges of employment.”103 The Act defines the term 

“qualified individual [with a disability]” as “an individual 

[with a disability] who, with or without reasonable 

accommodation, can perform the essential functions of the 

employment position that such individual holds or desires” 

with consideration being given to the employer’s judgment 

as  to  what  job  functions  are  essential.104  Congress 

 

101 42 U.S.C. § 12101(b) (2019). For an overview of the statutes 

and its mandate, see THE ADA MANDATE FOR SOCIAL CHANGE 

(Paul Wehman, ed. 1993); Robert L. Burgdorf, Jr., The 

Americans with Disabilities Act: Analysis and Implications of a 

Second-Generation Civil Rights Statute, 26 HARV. C.R.-C.L. L. 

REV. 413 (1991). 
102 The ADA complements the Rehabilitation Act of 1973 which 

protects handicapped individuals, who are otherwise qualified 

workers, from employment discrimination by the federal 

government and by private employers who contract with the 

federal government for the provision of services or property, 

along with employers who administer programs receiving 

federal assistance. 29 U.S.C. § 701–796 (2019). 
103 42 U.S.C. § 12112 (2019). A “covered entity” means “an 

employer, employment agency, labor organization, or joint labor- 

management committee.” 42 U.S.C. § 12111 (2019). 
104 42 U.S.C. § 12111(8) (2019); see also John D. Ranseen & 

 Gregory S. Parks, Test Accommodations for Postsecondary 
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amended the ADA in 2008, emphasizing that the 

definition of disability should be interpreted broadly to 

extend to a wider class of individuals.105 

The legislation defines disability as having “a 

physical or mental impairment that substantially limits 

one or more major life activities, a record of such 

impairment, or being regarded as having such an 

impairment.”106 Major life activities include “caring for 

 

Students: The Quandary Resulting From the ADA’s Disability 

Definition, 11 PSYCH. PUB. POL’Y & L. 83, 89 (2005) (observing 

that a disable employee must show a substantially limiting 

disability that nevertheless does not prevent essential work 

requirements if accommodations are provided). 
105 “The definition of disability in this Act shall be construed in 

favor of broad coverage of individuals under this Act, to the 

maximum extent permitted by the terms of this Act.” ADA 

Amendments Act of 2008, Pub. L. No. 110-325, § 4 (a). The 

amendments clarified 1) that persons who use adaptive 

measures and mitigating medications are included in the 

definition of disabled, 2) that an impairment that is episodic or 

in remission is still a disability if it would substantially limit a 

major life activity when active, and that the employer’s 

perception of the degree to which the impairment may limit a 

major life activity (regarded as discrimination) is irrelevant. 

The Amendments also refined the term substantially limits as 

meaning significantly restricted, and expanded the definition 

of major life activities by including two non-exhaustive lists. 

Id. §§ 2, 4. For an overview of the changes, see Notice 

Concerning The Americans With Disabilities Act (ADA) 

Amendments Act Of 2008, EQUAL EMPLOY. OPPORTUNITY 

COMM’N,  http://www.eeoc.gov/ada/amendments_notice.html; 

Paul A. Race & Seth M. Dornier, ADA Amendments Act of 2008: 

The Effect on Employers and Educators, 46 WILLAMETTE L. 

REV. 357 (2009). 
106 42 U.S.C. § 12102(2) (2019). The “regarded as” prong 

specifically aimed at invidious bias and erroneous stereotypical 

assumptions, not only about the abilities of persons with actual 

disabilities, but also relating to those persons who mistakenly 

were regarded as being disabled, such a burn victims, because of 

prejudicial misperceptions. Alex B. Long, Introducing the New 

http://www.eeoc.gov/ada/amendments_notice.html%3B
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oneself, performing manual tasks, seeing, hearing, eating, 

sleeping, walking, standing, lifting, bending, speaking, 

breathing, learning, reading, concentrating, thinking, 

communicating, and working,” as well as the operation of 

major bodily functions.107 Therefore, anxiety and 

depression could be a disability, provided the condition 

substantially impairs one or more major life activities, 

such as sleeping, concentrating, thinking, 

communicating, or working.108 

 

and Improved Americans with Disabilities Act: Assessing the 

ADA Amendments Act of 2008, 103 NW. U. L. REV. Colloquy 217 

(2008); Dale Larson, Comment, Unconsciously Regarded as 

Disabled: Implicit Bias and the Regarded-As Prong of the 

Americans With Disabilities Act, 56 UCLA L. REV. 451(2008). 
107 42 U.S.C. § 12102(2) (2012). Major bodily functions include, 

for example, functions of the immune system, normal cell growth, 

digestive, bowel, bladder, neurological, brain, respiratory, 

circulatory, endocrine, and reproductive functions. Id. § 12102 

(2)(B). 
108 42 U.S.C. § 12102(2) (2019). See, e.g, Jacobs v. N.C. Admin. 

Office of the Courts, 780 F.3d 562, 577 (4th Cir. 2015) (reversing 

summary judgment for defendants and concluding that a 

reasonable jury could determine that plaintiff with social anxiety 

disorder established a prima facie case of disability 

discrimination); Hernandez-Echevarria v. Walgreens de Puerto 

Rico, Inc. 121 F.Supp.3d 296 (D.P.R. 2015) (finding sufficient 

evidence to support the conclusion that plaintiff either had a 

record of depression or was regarded as having a disability); 

Williams v. AT & T Mobility Servs., LLC, 186 F. Supp. 3d 816 

(W.D. Tenn. 2016) (concluding as a matter of law that plaintiff 

met her evidentiary burden of establishing she had an actual 

mental impairment because of depression): U.S. Equal 

Employment Opportunity Comm'n v. Gulf Logistics Operating, 

Inc., 299 F. Supp. 3d 832 (E.D. La. 2018) (concluding that 

plaintiff who was diagnosed with “situational depression” and 

then discharged stated a cause of action for an ADA violation). 

See also Deirdre M. Smith, The Paradox of Personality: Mental 

Illness, Employment Discrimination, and the Americans with 
 Disabilities Act, 17 GEO. MASON U. CIV. RTS. L.J. 79 (2006) 
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Employers owe an affirmative duty to make 

reasonable accommodations for employees with disabilities 

under Title I, such as by making existing facilities 

accessible, restructuring jobs, modifying work schedules, 

acquiring or modifying equipment or devices, providing 

accessible examinations, and training materials, as well as 

qualified readers or interpreters, and other similar 

accommodations.109 The regulations provide that to 

“determine the appropriate reasonable accommodation it 

may be necessary for the covered entity to initiate an 

informal, interactive process with the individual with a 

disability in need of the accommodation” to identify the 

limitations of the disability and potential 

accommodations that could overcome those 

limitations.110 This process involves: 1) analyzing the job 

to determine its purpose and essential functions, 2) 

consulting with the employee to ascertain the precise job- 

related limitations imposed by the individual’s disability 

and how those limitations could be overcome with a 

reasonable accommodation, 3) identifying potential 

accommodations and assesses the effectiveness of each in 

consultation with the employee, and 4) selecting and 

implementing the accommodation that is most 

appropriate for parties, considering the preferences of the 

individual.111 

 
 

(discussing the challenges for plaintiffs in proving a mental 

impairment disability claim). 
109 42 U.S.C. § 12111(9) (2019). 
110 29 C.F.R. § 1630.2(o)(3)(2019). 
111 Id. Pt. 1630, App. § 1630.9. For a discussion of the 

interactive process after the 2008 amendments, see Sandra B. 

Reiss & J. Trent Scofield, The New and Expanded Americans 

with Disabilities Act, 70 ALA. LAW. 38, 43 (2009); Christopher 

Snow & Sarah Campbell, Recent Changes to Federal 

Employment Laws Will Affect Utah Companies: Examining the 

ADA Amendments and New FMLA Regulations, 22 UTAH BAR 

J. 18, 20 (2009); Michelle A. Travis, Lashing Back at the ADA 

Backlash: How the Americans with Disabilities Act Benefits 
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Therefore, under Title I of the ADA a reasonable 

accommodation may be required as the result of an 

interactive process that identifies the limitations of the 

mental disability and examines potential 

accommodations that could mitigate those limitations.112 

If an ESA, because of the employee’s mental disability, 

would improve the employee’s job performance, then its 

presence in the workplace should be considered as a 

reasonable accommodation. Commensurately, the 

absence of an ESA could result in an unfair disadvantage 

and illegal discrimination. The interactive process should 

consider the employee’s mental or physical issue and how 

the animal alleviates, at least in part, that issue. In 

addition to permitting the animal in the workplace, a 

reasonable accommodation might also include, for 

example, providing a space for the animal or allowing 

time to walk the animal or care for the animal during the 

workday.113 The U.S. Equal Employment Opportunity 

Commission (EEOC) recently settled a Title I case in 

which an employer failed to accommodate a truck driver 

applicant because he used a service dog to assist with his 

post-traumatic stress disorder (PTSD), a recognized 

disability.114 

 

Americans Without Disabilities, 76 TENN. L. REV. 311, 357 

(2009). 
112 See Reiss & Scofield, supra note 111. 
113 Peter Petesch & Mark Phills, Dear Littler: Do I Really 

Have to Let an Employee Bring an “Emotional Support Pig” to 

Work? LITTLER (June 16, 2017), https://www.littler.com/ 

files/dear_littler do_i_really_have_to_let_an_employee_bring 

_an_emotional_support_pig_to_work.pdf. 
114 Press Release, Equal Emp’t. Opportunity Comm’n, CRST to 

Pay $47,500 to Settle EEOC Disability Discrimination and 

Retaliation Lawsuit (Mar. 6, 2019). The plaintiff alleged in his 

complaint that his psychiatrist prescribed an ESA to cope with 

his disabilities and social interactions. EEOC v. CRST Int’l, 

Inc., No. 3:17-cv-241-J-32JBT, 2017 U.S. Dist. LEXIS 180761 

 (M.D. Fla. Nov. 1, 2017). See also Clark v. Sch. Dist. Five of 

http://www.littler.com/
http://www.littler.com/
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Nevertheless, the undue hardship caveat of the 

ADA could affect a proposed accommodation for a comfort 

animal. A requested change that would result in an undue 

hardship, defined as “an action requiring significant 

difficulty or expense” is not required under the statute.115 

Factors to be considered in determining whether an 

accommodation would impose an undue hardship include 

1) the nature and cost of the accommodation, 2) the overall 

financial resources of the facility or entity involved 

including the number of persons employed, and 3) the type 

of operations of the entity including the composition, 

structure, and functions the workforce.116 Additionally, 

Title I recognizes an employer defense to an allegation of 

discrimination based upon a qualification standard which 

is “job-related and consistent with business necessity,”117 

for example, “a requirement that an individual . . . not pose 

a direct threat to the health or safety of other individuals 

in the workplace.”118 

In the case of an ESA, if the presence of the animal 

would result in an undue hardship, such as if the animal 

posed a threat that would be unduly burdensome to 

eliminate, then the accommodation would not be 

required.119 However, inconvenience is not synonymous 
 

Lexington & Richland Ctys., 247 F.Supp.3d 734 (D.S.C. 2017) 

(allowing a teacher to bring her emotional support dog to work 

helped to minimize panic attacks could be a reasonable 

accommodation). 
115 42 U.S.C § 12111(10)(A) (2012). 
116 42 U.S.C. § 12111(10)(B). 
117 42 U.S.C. § 12113(a). 
118 Id. § 12113(b). 
119 See supra notes 115-116 and accompanying text. In a fact- 

intensive inquiry, the employee must demonstrate that the 

requested accommodation is reasonable and then the burden 

shifts to the employer to provide evidence that the requested 

reasonable accommodation would cause an undue hardship. 

US Airways, Inc. v. Barnett, 535 U.S. 391 (2002). For an 

overview of the accommodation of animals in the workplace see 

SPB In-Depth: Service Animals as Reasonable Workplace 
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with an undue hardship, although there could be 

competing concerns from other employees. For example, if 

a co-worker was allergic to pet dander, then using an air 

filter, arranging different shifts, or providing a private 

office could minimize the adverse impact of providing an 

accommodation for the animal. Requiring a trial period for 

comfort animals in the workplace is also both reasonable 

and wise.120 Requiring that the animal be trained, not 

disruptive, and able to navigate the workplace safely are 

also reasonable standards, as is requiring documentation 

to that effect.121 

However, because the ADA makes it illegal to limit 

or segregate an employee in a way that adversely affects 

the employee’s opportunities or status constitutes illegal 

discrimination,122 it would be illegal to ostracize or 

segregate an employee because of their negotiated 

emotional support animal accommodation.123 Seemingly, 
 

Disability Accommodations (US), NAT’L L. REV. (Jan 20, 2020), 

https://www.natlawreview.com/article/spb-depth-service- 

animals-reasonable-workplace-disability-accommodations-us. 
120 Linda Carter Batiste, Emotional Support Animals in the 

Workplace: A Practical Approach, Consultants Corner, JOB 

ACCOMMODATION NETWORK (JAN), https://askjan.org/pub 

lications/consultants-corner/vol12iss04.cfm. 
121 A certification of professional training is not required 

generally under the ADA. Frequently Asked Questions about 

Service Animals and the ADA, U.S. DEPT. JUSTICE, 

https://www.ada.gov/regs2010/service_animal_qa.pdf. 

However, some documentation that the animal is not 

disruptive, or a danger would be reasonable as part of the 

accommodation. 
122 42 U.S.C § 12112(b)(1). The regulations further provide that 

it “is unlawful for a covered entity to limit, segregate, or 

classify a job applicant or employee in a way that adversely 

affects his or her employment opportunities or status on the 

basis of disability.” 29 C.F.R. § 1630.5 (2019). 
123 Care should also be taken not to disclose any private medical 

information when  arranging  the  accommodation for  the 

 support  animal.  The  Health  Insurance  Portability  and 

http://www.natlawreview.com/article/spb-depth-service-
http://www.natlawreview.com/article/spb-depth-service-
http://www.ada.gov/regs2010/service_animal_qa.pdf
http://www.ada.gov/regs2010/service_animal_qa.pdf


[281]  

TENNESSEE JOURNAL OF LAW AND POLICY 

VOLUME 15 |WINTER 2021 | ISSUE 2 
 

the interactive process, as well as the undue hardship and 

direct threat provisions of the statute, would address 

employer concerns about animals in the workplace. Title I 

of the ADA would not differentiate between service 

animals and ESAs. It does not specifically permit service 

dogs, so both types of animals are subject to the interactive 

process for determining a reasonable accommodation.124 

 
2. Titles II and III 

 
Title II of the ADA applies to state and local 

government entities. It protects qualified individuals 

with disabilities from discrimination in the services, 

programs, and activities provided by state and local 

government entities because of their disability.125 It also 

prohibits discrimination in the provision of public 

transportation services, such as city buses, as well as 

intercity and commuter rail, which must be readily 
 

 

 

 
 

Accountability Act (HIPPA) requires security safeguards be 

taken to protect against the disclosure of medical information 

by covered entities, such as some employers. Health Insurance 

Portability and Accountability Act, Pub. L. 104–191, 110 Stat. 

1936 (1996). 
124 Must employers allow service animals in the workplace?, 

SOC’Y FOR HUMAN RES. MGMT (SHRM) (Nov. 20, 2018), 

https://www.shrm.org/resourcesandtools/tools-and- 

samples/hr-qa/pages/disabilityaccomodationsmustemployer 

sallowserviceanimalsintheworkplace.aspx. 
125 42 U.S.C. § 12132 (2012). A qualified individual with a 

disability is “an individual with a disability who, with or 

without reasonable modifications to rules, policies, or 

practices, the removal of architectural, communication, or 

transportation barriers, or the provision of auxiliary aids and 

services, meets the essential eligibility requirements for the 

receipt of services or the participation in programs or activities 

provided by a public entity.” Id. § 12131(2). 

http://www.shrm.org/resourcesandtools/tools-and-
http://www.shrm.org/resourcesandtools/tools-and-
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accessible to, and usable by, individuals with disabilities, 

including individuals who use wheelchairs.126 

Similarly, Title III provides that “no individual 

shall be discriminated against on the basis of disability 

in the full and equal enjoyment of . . . any place of public 

accommodation by any person who owns, leases (or leases 

to), or operates a place of public accommodation.”127 

Denying persons with disabilities the opportunity to 

participate in programs or services (or providing 

separate, but unequal, goods or services) constitutes 

illegal discrimination. The phrase “public 

accommodation” lists categories of establishments, some 

of which include the hospitality industry, such as places 

of lodging, establishments serving food or drink, places of 

exhibition or entertainment.128 

Title III also requires covered entities that provide 

public accommodations and public transportation to 

make “reasonable modifications in policies, practices, or 

procedures” to accommodate disabled individuals.129 

 

12642 U.S.C. §§ 12141–12150, 12161–12165. In essence, Title II 

extends the prohibition on discrimination established by 

Section 504 of the Rehabilitation Act of 1973 to all activities of 

state and local governments regardless of whether these 

entities receive federal financial assistance. For a discussion of 

the Rehabilitation Act, see infra notes 143–49 and 

accompanying text. 
127 42 U.S.C. § 12182(a) (2012). 
128 42 U.S.C. § 12181(7). 
129 42 U.S.C. §§ 12182(b)(2)(A)(ii), 12184(b)(2)(A). The Act also 

requires the removal of “architectural barriers, and 

communication barriers that are structural in nature” where 

such removal is “readily achievable,” defined as being “easily 

accomplishable and able to be carried out without much 

difficulty or expense.” 42 U.S.C. §§ 12181(9), 12182(b)(2)(A)(iv), 

12184(b)(2)(C). Title III further requires that any 

determination of “readily achievable” account for the impact of 

the removal of the barrier upon the overall operation of the 

 facility. Id. § 12181(9).  
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Entities that provide public accommodations or public 

transportation 1) may not impose “eligibility criteria” 

that tend to screen out disabled individuals, 2) must 

make “reasonable modifications in policies, practices, or 

procedures, when such modifications are necessary” to 

provide disabled individuals full and equal enjoyment, 3) 

must provide auxiliary aids and services to disabled 

individuals, and 4) must remove architectural and 

structural barriers, or if barrier removal is not readily 

achievable, must ensure equal access for disabled 

individuals through alternative methods.130 

However, eligibility criteria that screen out 

disabled individuals are permitted when necessary for 

the provision of the services or facilities being offered.131 

Moreover, policies, practices, and procedures need not be 

modified, and auxiliary aids need not be provided if doing 

so would "fundamentally alter" the services or 

accommodations being offered.132 Furthermore, auxiliary 

aids are not mandated if they would result in an “undue 

burden,” nor is any accommodation required if, as a 

result, disabled individuals would pose “a significant risk 

to the health or safety of others that cannot be eliminated 

by a modification of policies, practices, or procedures or 

by the provision of auxiliary aids or services.”133 

In the context of service animals, the regulations 

provide that “a public entity shall modify its policies, 

practices, or procedures to permit the use of a service 

animal by an individual with a disability.”134  Both titles 
 

 

130 42 U.S.C §§ 12182(b), 12184 (2012). 
131 Id. §§ 12182(b)(2)(A)(i), 12184(b)(1). 
132 Id. §§ 12182(b)(2)(A)(ii)–(iii). 
133 Id. §§ 12182(b)(2)(A)(iii), 12182(b)(3). For a discussion of the 

“fundamentally alter” and “direct threat” in the context of 

service animals, see Tamara v. El Camino Hosp., 964 

F.Supp.2d 1077 (2013). 
134 28 C.F.R. § 35.136 (a) (2019). For an overview of the 

treatment  of  service  animals  under  the  ADA,  see  ADA 
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require that covered entities permit service animals to 

accompany people with disabilities in all areas where 

members of the public are allowed to go.135 A service 

animal helps a person to accomplish a task related to the 

person’s disability,136 such as a guide dog for a blind 

person.137 A service animal is defined as “any dog that is 

individually trained to do work or perform tasks for the 

benefit of an individual with a disability, including a 

physical, sensory, psychiatric, intellectual, or other 

mental disability.”138 Thus, the ADA recognizes a mental 

impairment as a disability, and the regulations permit 

dogs that are trained to do work or perform tasks for 

persons with psychiatric or other mental disabilities. For 

example, in Etine v. Linner, the plaintiff suffered from 

debilitating panic attacks.139 She trained her dog to climb 
 

Requirements: Service Animals, U.S. DEPT. JUSTICE, 

https://www.ada.gov/regs2010/service_animal_qa.html. 
135 28 C.F.R. § 35.136 (g) (2019). 
136 28 C.F.R. § 36.104 (2019). Federal law does not require the 

dog to be professionally trained, registered, or certified. 28 

C.F.R. § 35.136 (f) (2019). 
137 Even though the regulations require that an accommodation 

be made, cases suggest that disabled persons may still face 

discrimination when accompanied by service animals. For a 

discussion of several cases, see Huss, supra note 69, at 1189– 

94. 
138 28 C.F.R. § 36.104 (2019). Since 2011, only dogs that are 

individually trained to do work or perform tasks for a person 

with a disability are recognized as service animals under Titles 

II and III of the ADA. However, the regulations require public 

accommodations to make reasonable modifications to policies, 

practices, or procedures to permit the use of a miniature horse 

by a person with a disability if the miniature horse has been 

individually trained to do work or perform tasks for the benefit 

of the individual with a disability. See 28 C.F.R. § 36.302(c)(9) 

(2019). 
139 Entine v. Lissner, No. 2:17-cv-946 (S.D. Ohio Nov. 17, 2017), 

https://www.govinfo.gov/content/pkg/USCOURTS-ohsd-2_17- 

 cv-00946/pdf/USCOURTS-ohsd-2_17-cv-00946-1.pdf.  

http://www.ada.gov/regs2010/service_animal_qa.html
http://www.ada.gov/regs2010/service_animal_qa.html
http://www.govinfo.gov/content/pkg/USCOURTS-ohsd-2_17-
http://www.govinfo.gov/content/pkg/USCOURTS-ohsd-2_17-
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on her torso during a panic attack; the pressure of his 

body weight would restore her ability to breathe and 

move, while the animal’s smell would lower her heart 

rate.140 Such training was viewed by the courts as likely 

accomplishing a task under Title II.141 

However, neither the statute nor its regulations 

as yet have embraced the notion that an ESA that 

provides generic emotional support without 

accomplishing a specific task is covered, even though an 

ESA can aid a person with an anxiety disorder or 

depression to reduce stress, and arguably should be 

considered as an integral part of an accommodation.142 

Nevertheless, the fact that mental assistance alone is not 

yet defined as a task per the regulations does not detract 

from the reality that comfort animals do provide 

therapeutic assistance.143 

 

D. Rehabilitation Act of 1973 

 

The Rehabilitation Act of 1973 protects 

individuals with disabilities from discrimination “by the 

federal government and by private employers who 

receive assistance from or contract with the federal 

government.”.144 Section 504 of the Rehabilitation Act 

provides that “[N]o otherwise qualified individual with a 

disability in the United States . . . shall, solely by reason 
 

140 Id. at 3–4. 
141 As a result, the dog met the definition of a service animal 

under the ADA. Id. at 13. The plaintiff sought temporary 

injunctive relief to preclude her removal from university 

housing. Id. 
142 Hernandez-Silk, supra note 70, at 315, 317–20, 332–34. See 

also Bourland, supra note 70 (arguing for the recognition of 

emotional-support animals as service animals under the ADA). 
143 Laurel Paluzzi, Note, Four-Legged Tenants: Encouraging 

Pet-Friendly Housing While Protecting Landlords from 

Liability, 2 MID-ATLANTIC J. L. & PUB. POL’Y 101, 109–111 

(2013). 
144 29 U.S.C. § 794 (2015). 



[286]  

A CLARION CALL FOR EMOTIONAL DAMAGES IN LOSS OF 

COMPANION PET CASES 

15 TENN. J.L. & POL’Y 250 (2021) 
 

of her or his disability, be excluded from the participation 

in, be denied the benefits of, or be subjected to 

discrimination under any program or activity receiving 

federal financial assistance or under any program or 

activity conducted by any Executive agency or by the 

United States Postal Service.”145 For example, the Act 

applies to higher education and protects the right of 

access for individuals with disabilities in programs and 

activities that receive federal financial assistance from 

the U.S. Department of Education, including both public 

and private institutions.146 The regulations: 1) prohibit 

postsecondary education recipients of federal funding 

from excluding any qualified student with a disability 

from its courses or programs,147 2) require modifications 

to prevent discrimination,148 and 3) prohibit discrimination 

against students because of the absence of educational 

auxiliary aids.149 The statute’s reach extends to secondary 
 

145 29 U.S.C. § 794(a) (2015) (emphasis added). Moreover, the 

Civil Rights Restoration Act of 1988 clarified that if a state 

agency or entity receives federal funding for any purpose, it is 

subject to liability for discriminatory practices in all its 

programs. Pub. L. 100-259, 102 Stat. 28 (1988). For a 

discussion of the statute, see Katie R. Eyer, Rehabilitation Act 

Redux, 23 YALE L. & POL’Y REV. 271, 283 (2005). 
146 As defined, program or activity includes a “college, 

university, or other postsecondary institution, or a public 

system of higher education.” 29 U.S.C. § 794(b)(2)(A). For an 

overview of the law as applied to education, see Protecting 

Students With Disabilities, Office of Civil Rights, U.S. DEPT. 

OF EDUC., 

https://www2.ed.gov/about/offices/list/ocr/504faq.html#introdu 

ction. 
147 45 C.F.R. § 84.43(c) (2015). 
148 45 C.F.R. § 84.44(a) (2015). 
149 “Auxiliary aids may include taped texts, interpreters or 

other effective methods of making orally delivered materials 

available to students with hearing impairments, readers in 

libraries for students with visual impairments, classroom 

 equipment  adapted  for  use  by  students  with  manual 
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education as well as post-secondary education, providing 

there is a verifiable disability and a need for either an 

assistance animal or an ESA.150 Therefore, while Titles II 

and III of the ADA may not cover ESAs that provide 

generic emotional support without accomplishing a 

specific task, places of public accommodation still may 

have a responsibility to make an accommodation, if 

covered by the Rehabilitation Act. 

In sum, federal anti-discrimination law 

recognizes that the emotional human-animal bond can 

have a positive psychological effect on individuals and 

requires a reasonable accommodation to be made for an 

ESA in appropriate circumstances in critical areas of life: 

housing, transportation, work, and education. This 

endorsement belies the concept in common law that 

animals are mere personal property and instead supports 

the notion that animals, as animate creatures, have the 

capacity to form an important emotional bond with some 

owners. The following section argues for a modification of 

the current common law classification from one of mere 

property to one of property-plus, at least in those 

situations where the finding of an emotional bond can be 

supported. 

V. Property- Plus Argument 
 

 

 
 

impairments, and other similar services and actions.” 45 C.F.R. 

§ 84.44(d)(2) (2015). 
150 See, e.g., Rebecca J. Huss, Canines in the Classroom: Service 

Animals in Primary and Secondary Educational Institutions, 4 

J. ANIMAL L. & ETHICS (2011); Dawinder S. Sidhu, Cujo Goes to 

College: On the Use of Animals by Individuals with Disabilities 

in Postsecondary Institutions, 38 U. BALT. L. REV. 267 (2009); 

Tara A. Waterlander, Canines in the Classroom: When Schools 

Must Allow a Service Dog to Accompany a Child with Autism 

into the Classroom under Federal and State Laws, 22 GEO. 

MASON U. C.R. L.J. 337 (2012). 
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Religious and philosophical arguments support a 

view of pets being more than the equivalency of 

inanimate property.151 Buddhism, Hinduism, and 

naturalist religions acknowledge that animals should be 

treated humanely, while Christianity recognizes the 

stewardship role mankind has in relationship to God’s 

creatures.152 Philosophers such as Pythagoras, Jeremy 

Bentham, and John Stewart Mill supported animal 

rights, while psychiatrists have recognized a link 

between animal abuse and violent crimes.153 

Understandably, then, commentators argue that the 

law’s categorization of companion animals as property is 

archaic because the relationship of certain animals to 

humans is more than a mere property ownership one, and 

their loss should be compensated more holistically.154 The 

next sections will examine the current deficiencies in 

remedies in loss of pet cases, the significance of the 

difference in ownership of animate verses inanimate 

objects, and avenues for holistic compensation for loss. 

 

A. Compensation for Loss: Current 

Shortcomings 

 

“First, courts must recognize that the market 

value approach does not adequately compensate many 
 

151 For a discussion of the philosophical basis for the moral 

status of animals, see Rebecca J. Huss, Valuing Man’s and 

Woman’s Best Friend: The Moral and Legal Status of 

Companion Animals, 86 MARQ. L. REV. 47, 52–68 (2002). 
152 Wilde, supra note 47, at 257–58. 
153 Id. at 258–60. 
154 Root, supra note 54, at 446. See also Amber M. Lopez- 

Hunter, Note, Fur Babies Matter: My Dog Is Not Property!, 4 

SAVANNAH L. REV. 259 (2017) (arguing that the emotional 

capacity of dogs distinguish them from property and that a 

legal correction of this misclassification would further animal 

 rights).  
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companion animal owners whose pets have been injured 

or killed through wrongful conduct.”155 The law then 

should recognize damages stemming from the intentional 

or negligent infliction of emotional distress.156 The 

Restatement of Torts permits the recovery of damages for 

emotional harm that results from extreme and 

outrageous conduct intentionally or recklessly inflicted, 

and for bodily harm as well, if bodily harm results from 

the emotional harm.157 Specifically, a comment to the 

Restatement provides the example of “torturing or 

maliciously killing another’s pet” as being illustrative of 

extreme and outrageous conduct.158 Thus, some courts 

have allowed the recovery of damages for the plaintiff’s 

emotional distress resulting from outrageous conduct 

that inflicts harm on pets.159  A few courts have allowed 
 

155 Root, supra note 54, at 446–47. 
156 See, e.g., Paige Chretien, Discretion Bites: The Current State 

of Animal Emergency Planning, 8 SAN DIEGO J. CLIMATE & 

ENERGY L. 249, 265–68 (2016-17). See also Debra Squires-Lee, 

In Defense of Floyd: Appropriately Valuing Companion 

Animals in Tort, 70 N.Y.U. L. REV. 1059 (1995) (arguing that 

animals are more than property and that the law must 

recognize and compensate emotional loss resulting from the 

tortious death of a companion animal); Larissa Parker, 

Reconciling Discrepancies Between Emotional Value of 

Companion Animals and the Insufficient Legal Remedies for 

Their Loss, 43 W. ST. U. L. REV. 105 (2015) (proposing a state 

statutory change to allow emotional distress damages for 

intentional infliction cases and gross negligence, as well as 

negligence). 
157 RESTATEMENT (THIRD) OF TORTS § 46 (AM. LAW INST. 2012). 
158 Id. § 46 cmt. d. 
159 Andrew K. Lizotte, “The Enormous Radio”: Expanding 

Intentional Infliction of Emotional Distress Causes of Action 

under the Theory of the Commodity Fetish, 59 SYRACUSE L. 

REV. 501, 515–17 (2009); Huss, supra note 150, at 93–97. See 

also, e.g., Womack v. Von Rardon, 135 P.3d 542 (Wash. App. 

2006) (awarding emotional distress damages to an owner 

whose pet had been intentionally set on fire); La Porte v. 

Associated Independents, Inc., 163 So.2d 267 (Fla.1964) 
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such damages for gross negligence.160 Such situations 

also may be appropriate for exemplary or punitive 

damages for the defendant’s egregious conduct.161 These 

decisions are encouraging – courts should not exclude pet 

owners from receiving non-economic damages when 

outrageous conduct precipitates a loss simply because, 
 

 

 
 

(awarding damages is appropriate for the malicious 

destruction of a pet whatever the animal’s value); Brown v. 

Crocker, 139 So.2d 779 (La. App. 1962) (permitting recovery of 

damages for shock and mental anguish experienced for 

animal’s shooting); Gill v. Brown, 695 P.2d 1276 (Idaho Ct. 

App. 1985) (allowing damages for mental anguish and trauma 

for pet that was negligently and recklessly shot and killed 

under an intentional infliction of emotional distress cause of 

action); Plotnik v. Meihaus, 208 Cal. App. 4th 1590, 146 Cal. 

Rptr. 3d 585 (2012) (allowing damages economic and emotional 

distress damages plaintiffs for intentional infliction but not 

negligent infliction); Burgess v. Taylor, 44 S.W.3d 806 (Ky. Ct. 

App. 2001) (allowing damages for the intentional infliction of 

emotional distress for the conversion and slaughter of pet 

horses). 
160 Knowles Animal Hosp. Inc. v. Wills, 360 So.2d 37 (Fla. App. 

1978) (allowing owner to collect emotional damages for gross 

negligence in a veterinary malpractice case). See also 

Richardson v. Fairbanks N. Star Borough, 705 P.2d 454 

(Alaska 1985) (indicating a willingness to recognize a cause of 

action for intentional infliction of emotional distress for the 

intentional or reckless killing of a pet animal in an appropriate 

case). 
161 Punitive damages are recoverable in cases in which the 

defendant engaged in willful, wanton, and reckless behavior 

resulting in the pet’s injury or loss. In contrast, emotional 

distress damages compensate for the effect the outrageous 

conduct has on the plaintiff. Lynn A. Epstein, Resolving 

Confusion in Pet Owner Tort Cases: Recognizing Pets’ 

Anthropomorphic Qualities Under a Property Classification, 26 

S. ILL. U. L.J. 31, 44 (2001).  
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historically, animals were viewed as being no different 

from furniture.162 

Nonetheless, non-economic damage awards for 

egregious conduct do not provide precedential support 

for non-egregious situations in which the loss was the 

result of negligence. In other words, the awarding of 

damages for either the intentional or the negligent 

infliction of emotional distress would not apply to a 

simple negligent action, for example, if a boarding 

establishment or medical facility causes the loss of the 

animal in the absence of any outrageous conduct. 

Without intentional or wanton conduct by the defendant, 

exemplary damages would not be forthcoming either. 

Even with circumstances supporting a punitive damage 

award, if the pet’s actual value is insubstantial, then due 

process limitations could constrain an award of punitive 

damages that bears no relationship to actual loss, 

resulting in an award that is not the effective deterrent 

generally associated with an exemplary damage 

award.163 

 

162 See Marcella S. Roukas, Determining the Value of 

Companion Animals in Wrongful Harm or Death Claims: A 

Survey of U.S. Decisions and an Argument for the 

Authorization to Recover for Loss of Companionship in Such 

Cases, ANIMAL LEGAL & HIST. CTR., MICH. ST. UNIV. (2011) 

(providing a comprehensive list of federal and state decisions 

in cases dealing with the issue of damages for harm to 

companion animals and arguing for change); see also Peter 

Barton & Frances Hill, How Much Will You Receive in 

Damages from the Negligent or Intentional Killing of Your Pet 

Dog or Cat?, 34 N.Y. L. SCH. L. REV. 411 (1989) (examining 

valuation methods under case law and arguing that the market 

value approach should be abandoned because it treats pets as 

fungible when they are not). 
163 Reppy, supra note 7, at 47–52. Factors to be considered in 

aligning punitive damages awards within the constraints of the 

Due Process Clause include the degree of the defendant’s 

reprehensibility, the ratio of the punitive damage award to the 

actual harm inflicted, and the severity of civil or criminal 
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Although the Hawaii Supreme Court permitted 

damages for negligent conduct resulting in an animal’s 

destruction,164 that recovery remains an exception to the 

typical gap in remedy for wrongful conduct. The 

Restatement treats the negligent loss of an animal as a 

loss of property with the commensurate emotional harm 

“insufficiently infrequent or significant to justify a tort 

remedy. While pets are often quite different from other 

chattels in terms of emotional attachment, an actor who 

negligently injures another’s pet is not liable for 

emotional harm suffered by the pet’s owner.”165 Although 

admitting the “real and serious” existence of actual 

emotional harm, the comment to the Restatement 

justifies the rule against “liability for emotional harm 

secondary to [the pet’s] injury” because it limits the 

liability of veterinarians for malpractice in order to make 

services more readily available.166 The comment creates 

an incongruity of recognizing harm yet denying relief 

based upon potential costs and a perceived, yet 

unsubstantiated, outcome. However, costs can be 

controlled contractually by the parties in appropriate 

circumstances without denying the existence of actual 

emotional harm.167 

Compensatory economic damages, on the other 

hand, may be forthcoming for more than the market 

value approach in some cases. Historically, animals were 
 

penalties that could be imposed for comparable misconduct. Id. 

BMW of North America, Inc. v. Gore, 517 U.S. 559 (1996) 

(concluding that an excessive punitive damages award in a 

consumer fraud case violated the Due Process Clause of the 

Constitution). 
164 Campbell v. Animal Quarantine Station, 632 P.2d 1066 

(Haw. 1981) (awarding damages for emotional distress brought 

about by the negligence of the Animal Quarantine Station). 
165 RESTATEMENT (THIRD) OF TORTS § 47 cmt. m (AM. LAW INST. 

2012). 
166 Id. 

167 See infra notes 220–46 and accompanying text.  
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of value aside from their role as a pet; for example, dogs 

were used in hunting, retrieving, and herding.168 By 

analogy, for a trained service animal, or recognized ESA, 

damages presumably should be greater either because of 

the investment in their training or because of the loss of 

their emotional service function.169 Moreover, any costs 

associated with unsuccessful medical treatment should 

be awarded as economic damages, as well.170 However, 

there are situations in which neither of those economic 

 

168 The dog groups recognized by the American Kennel Club are 

organized by the original work that each breed was developed 

to do. Five of the seven groups perform functions designed to 

assist humans: working dogs, herding dogs, hounds, sporting 

dogs and terriers. The 7 AKC Dog Breed Groups Explained, AM. 

KENNEL CLUB, https://www.akc.org/expert-advice/lifestyle/7- 

akc-dog-breed-groups-explained/. See also GINO PUGNETTI, 

SIMON & SCHUSTER’S GUIDE TO DOGS (Elizabeth Meriwether 

Schuler, ed., 1980). 
169 See McDonald v. Ohio State Univ. Veterinary Hosp., 644 

N.E.2d 750 (1994). In McDonald, a German shepherd pedigree 

was paralyzed as the result of malpractice by the state 

veterinary hospital. The court allowed “the dog’s unique 

pedigree and the time invested in specialized, rigorous 

training” to be considered in awarding damages, but not 

sentimentality. For a comprehensive analysis of the economic 

valuation of animals, including the minority view in states that 

apply some sort of measure of special damages where a 

companion animal has little or no market value. See Geordie 

Duckler, The Animal As an Object of Value, RECENT 

DEVELOPMENTS IN ANIMAL LAW: LEADING LAWYERS ON 

COMPLYING WITH EVOLVING REGULATIONS AND OVERCOMING 

ANIMAL RIGHTS CHALLENGES, ASPATORE (Jan. 2015), 2015 WL 

832413, at *8–*21 (asserting that a term change is ineffectual 

and may produce adverse consequences in cases in which an 

animal causes harm). 
170 See Burgess v. Shampooch Pet Indus., 131 P.3d 1248, 1252– 

53 (Kan. Ct. App. 2006) (allowing reimbursement for 

reasonable veterinary treatment); Leith v. Frost, 899 N.E.2d 

635, 641 (Ill. Ct. App. 2008) (allowing compensation for 

veterinary costs, rather than only market value). 

http://www.akc.org/expert-advice/lifestyle/7-
http://www.akc.org/expert-advice/lifestyle/7-
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injuries would occur. For example, in the last decade 

rescue adoption has grown in popularity, as more and 

more people have opened their hearts and their homes to 

rescue animals.171 With rescue animals, there is no 

market value or enhanced value resulting from the 

animal’s contribution; out-of-pocket medical expenses 

associated with the loss may be nonexistent as well, 

depending on the circumstances. Further, the incident 

which caused the pet’s demise may not involve any kind 

of outrageous conduct, either intentional or negligent, for 

which emotional distress damages should be awarded. 

In such situations, nominal damages are all that 

may be forthcoming for their tortious loss, even if the 

owner experiences real emotional loss.172 In Jankoski v. 

Preiser Animal Hospital, Ltd., an Illinois appeals court 

recognized that compensatory damages should be 

measured by the animal’s value to the owner as 

established “by such proof as the circumstances admit” 
 
 

171 Alicia Parlapiano, Why Euthanasia Rates at Animal 

Shelters Have Plummeted, N.Y. TIMES (Sept 3, 2019), 

https://www.nytimes.com/2019/09/03/upshot/why-euthanasia- 

rates-at-animal-shelters-have-plummeted.html. Animals have 

even been transported from places with no spay or neuter 

restrictions to those who have a reduced rescue population 

because of effective spay-neuter laws, but not without some 

critics. Kate Murphy, Everyone Wants a Rescue Dog. Not 

Everyone Can Have One., N.Y. TIMES (June 29, 2019), 

https://www.nytimes.com/2019/06/29/sunday-review/adopt- 

rescue-dog-south.html. 
172 For example, an Ohio appeals court reiterated that, as 

personal property, damages for loss of a pet are limited to the 

difference between the property’s fair market value before and 

immediately after the loss. The court further noted that, 

because of this standard, damages are seldom awarded for the 

loss of a family pet, because they have little or no market value. 

Sokolovic v. Hamilton, 195 Ohio App.3d 406, 410 (Ct. App. Ohio 

2011). Nominal damages are awarded if there is legal harm 

 but no recognized loss. 22 AM. JUR. 2d Damages § 8.  

http://www.nytimes.com/2019/09/03/upshot/why-euthanasia-
http://www.nytimes.com/2019/09/03/upshot/why-euthanasia-
http://www.nytimes.com/2019/06/29/sunday-review/adopt-
http://www.nytimes.com/2019/06/29/sunday-review/adopt-
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which may include “some element of sentimental value in 

order to avoid limiting the [owner] to merely nominal 

damages."173 Some courts seem willing to recognize that 

the proper measure of damages should be the value of the 

pet to the owner, which may include an intrinsic 

valuation or loss of companionship measure.174 

Unfortunately, there is little consistency in their 

evaluation.175 Presumably, courts that allow recovery for 

 

173 Jankoski v. Preiser Animal Hosp., 510 N.E.2d 1084, 1087 

(1987). This reasoning is contrary to most jurisprudence. See, 

e.g., Shera v. N.C. State Univ. Veterinary Teaching Hosp., 723 

S.E.2d 352 (N.C. App. 2012) (holding that the market value 

measure of damages applies in cases involving the negligent 

destruction of personal property, such as pets, whether 

sentient or not); Kaufman v. Langhofer, 222 P.3d 272 (Ariz. Ct. 

App. 2009) (holding that emotional distress damages arising 

out of tortious loss of personal property were not recoverable). 
174 See, e.g., Anzalone v. Kragness, 826 N.E.2d 472 (2005) 

(suggesting that damages could be based on the pet’s value to 

the owner rather than the pet’s fair market value); Rabideau 

v. City of Racine, 627 N.W.2d 795, 798 (Wis. 2001) (“Labeling 

a dog ‘property’ fails to describe the value human beings place 

upon the companionship that they enjoy with a dog.”); See also 

Jankoski v. Preiser Animal Hosp., 510 N.E.2d 1084 

(1987) (allowing damages based on the value of the pet to the 

owner, including an element of sentimental value, but not an 

independent cause of action for loss of companionship). For a 

discussion of the Anzalone case, see Kelly Wilson, Note, 

Catching the Unique Rabbit: Why Pets Should Be Reclassified 

as Inimitable Property Under the Law, 57 CLEV. ST. L. REV. 

167, 190–92 (2009). 
175 Jason R. Scott, Death to Poochy: A Comparison of Historical 

and Modern Frustrations Faced by Owners of Injured or Killed 

Pet Dogs, 75 UMKC L. REV. 569, 574–82 (2006); see also 

Katelyn Cook, Fighting for Fido: An Analysis of Arizona 

Animal Cruelty Laws and the Legal Status of Animals, 8 ARIZ. 

SUMMIT L. REV. 179, 202 (2014) (advocating for a value to 

owner theory). For a critique of a valuation approach that 

includes an intrinsic or unique value see Goldberg, supra note 

1, at 53–56. 
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emotional or sentimental value do so through a legal 

fiction that the value to the owner includes an element of 

the owner’s feelings for the pet.176 However, while an 

heirloom may have sentimental value, it is still 

inanimate with no potential for any mutuality of 

sentiment, so the analogy to that category of property is 

somewhat flawed. “Animals are not humans and are not 

inanimate objects,”177 and there are significant 

consequences flowing from that characterization. 

 

B. Property Plus: Recognition of the Animate/ 

Inanimate Distinction 

 
There is a distinct difference between animate 

and inanimate property.178 Scientists determined that 

animals are capable of learning, remembering, and 

feeling emotion, including pain, fear, suffering, and 

empathy—all of which are impossible  cognition or 
 
 

176 Anzalone v. Kragness, 826 N.E.2d 472, 477–78 (2005) 

(citation omitted). For an overview of the Anzalone case, see 

Jason Krause, Pet Owner Can Sue for Sentimental Value, THE 

NAT’L  PULSE:  ABA  J.  E-REPORT  (March  25,  2005), 

http://animallawonline.blogspot.com/2005/03/pet-owner-can- 

sue-for-sentimental.html. See also Brousseau v. Rosenthal, 443 

N.Y.S.2d 285, 286–87 (1980) (considering the loss of 

companionship as an element of damages in the negligent 

death of a pet). For a discussion of this approach, see Huss, 

supra note 150, at 89–93 (2002). 
177 David Favre, Equitable Self-Ownership for Animals, 50 

DUKE L.J. 473, 502 (2000); see also Corso v. Crawford Dog and 

Cat Hosp., Inc., 415 N.Y.S.2d 182, 183 (N.Y. City Civ. Ct. 1979) 

(holding “that a pet is not just a thing but occupies a special 

place somewhere in between a person and a piece of personal 

property”). 
178 For example, unlike inanimate objects, the actions of an 

animate object may not always be predicted with certainty nor 

be subject to control. State v. Williams, 449 So.2d 744, 747 

 (1984).  

http://animallawonline.blogspot.com/2005/03/pet-owner-can-
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emotional characteristics of inanimate objects.179 It 

follows then, that the owner’s empathy or sympathy 

associated with the animal’s pain, fear, and suffering, in 

addition to the emotional loss experienced by the owner, 

should be compensable. Damages may not be for any 

distress stemming from outrage associated with an 

independent tort, but from emotional harm flowing from 

the negligent act that resulted in the pet’s loss. The loss 

of a pet due to a negligent act is more than a property 

loss, more than a loss of companionship; it is also the 

emotional cost of grief, sorrow, heartache and the void 

resulting from the loss.180 It is a harm to the human 

owner beyond the economic loss of property. As animate 

beings, there is a depth, uniqueness, and multi- 

dimensional quality of the human-pet relationship.181 

Many owners consider their pets to be part of the family 

and their behavior bears that premise out.182 

One commentator suggests that pets should still 

be considered property, but a loss of companionship 

measure should be a component that attaches to a pet 

injury compensatory claim.183 Other commentators 

suggest a unique classification for compensation of loss 

that would differentiate the traditional property 

classification  and  provide  adequate  compensatory 
 

 
 

179 Cook, supra note 173, at 182–87 (discussing research on 

animal cognition) (citations omitted). 
180 Margit Livingston, The Calculus of Animal Valuation: 

Crafting a Viable Remedy, 82 NEB. L. REV. 783, 793 (2004). 
181 Id. at 811. 
182 Elizabeth Paek, Fido Seeks Full Membership in the Family: 

Dismantling the Property Classification of Companion Animals 

by Statute, 25 U. HAW. L. REV. 481, 484–90 (2003). Courts may 

not agree. See, e.g., Bennett v. Bennett, 655 So.2d 109, 110 

(Fla.App. 1 Dist. 1995) (“While a dog may be considered by 

many to be a member of the family, under Florida law, animals 

are considered to be personal property.”). 
183 Epstein, supra note 159, at 46–48. 
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damages.184 Yet another commentator argues that there 

is a need to assign monetary worth to animals like 

companion pets and a need to refine the concept of special 

value in this context.185 Other commentators advocate for 

improving the legal status of animals so that they are not 

misclassified as generic property, plagued by constraints 

that follow such classification.186 

In addition to the pet’s economic value, 

compensation for the loss of the animal’s companionship, 

and punitive damages when the defendant’s wrongful act 

was intentional or malicious, the legal system should 

compensate for the intangible elements of the human- 

animal relationship because of the mental anguish that 

an owner experiences upon the wrongful death of a pet.187 

The ultimate goal should be to compensate owners, or 

“guardians,”188 for the loss of companionship as well as 
 

184 Susan J. Hankin, Not a Living Room Sofa: Changing the 

Legal Status of Companion Animals, 4 RUTGERS J.L. & PUB. 

POL’Y 314, 376–88 (2007); Lauren M. Sirois, Recovering for the 

Loss of A Beloved Pet: Rethinking the Legal Classification of 

Companion Animals and the Requirements for Loss of 

Companionship Tort Damages, 163 U. PA. L. REV. 1199, 1227– 

30 (2015) (supporting the creation of a unique semi-property 

classification); Wilson, supra note 172, at 183–96 (arguing for 

a classification of inimitable property). 
185 Geordie Duckler, The Economic Value of Companion 

Animals: A Legal and Anthropological Argument for Special 

Valuation, 8 ANIMAL L. 199 (2002). 
186 See Cook, supra note 173, at 199–200 (favoring such a 

change to expand permissible damage awards in appropriate 

circumstances); Favre, supra note 175, at 502 (suggesting the 

construction of “a new paradigm that gives animals the status 

of juristic persons without entirely severing the concept of 

property ownership”). 
187 Livingston, supra note 178, at 823–34. 
188 Some observers suggest that the use of the term “guardian” 

instead of “owner” better characterizes the relationship of 

humans to animals. See, e.g., Susan J. Hankin, Making 

 Decisions About Our Animals’ Health Care: Does It Matter 
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the price of the mental anguish associated with that loss 

in both egregious and negligent circumstances based 

upon the innate characterization of pets as living beings, 

and, depending on both the human and the animal, the 

potential to form an emotional bond. 

 
C. Objections to Reform and Responses 

 
There are concerns about recognizing a property- 

plus categorization of animals based on any 

distinction,189 such as between animate and inanimate 

property. One is that damages would cascade out of 

control without any means of ensuring fairness in the 

financial burden placed upon a negligent defendant,190 or 

perpetrate fraudulent claims.191 It is argued that the 

potential adverse economic impact on veterinary 

providers and pet-related services, including boarding, 

grooming, and training, could have the unfortunate effect 
 

 

Whether We Are Owners or Guardians?, 2 STAN. J. ANIMAL L. & 

POL’Y 1, 5–19 (2009); Plass, supra note 52, at 416–17; Wilde, 

supra note 47, at 276–77. But see Duckler, supra note 167, at 

*1, *6–*8 (asserting that a term change is ineffectual and may 

produce adverse consequences in cases in which an animal 

causes harm). 
189 For example, the court in Harabes v. The Barkery, Inc. 

refused to depart from the traditional remedy for several 

reasons. The court feared that it might be difficult to define 

who may be entitled to recover, difficult to ensure the fairness 

of the financial burden placed upon a negligent defendant, and 

difficult to control the predicted onslaught of future litigation. 

Harabes v. Barkery, Inc., 791 A.2d 1142, 1145–46 (N.J. Super. 

Ct. 2001). 
190 Scott, supra note 173, at 586–87. Interestingly, in a Hawaii 

case where emotional distress damages were awarded to 

multiple family members for the negligent loss of a pet, the 

total amount, $1000, was not astronomical. See Campbell v. 

Animal Quarantine Station, 632 P.2d 1066, 1067 (Haw. 1981). 
191 Wilde, supra note 47, at 279–80 (refuting such contentions). 
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of making affordable care less available to pet owners.192 

However, plaintiffs always bear the burden of proof and 

must establish, not only the value of the pet, but also 

emotional distress damages resulting from the loss.193 

Also, the remittitur is a judicial control that can be 

utilized if the damages award bears no relationship to the 

evidence presented.194 Moreover, sufficient insurance 

helps to mitigate any onerous financial burden on the 

defendant, and can be purchased by the party in a better 

position to avoid the loss. Additionally, for professional 

providers of veterinary and other pet services, there are 

contractual protections available to mitigate any 

Draconian result in compensating an emotional injury.195 

Conversely, even assuming that there currently is 

affordable care for most owners, there is very little 

incentive for quality control in the provision of services 

unless the animal is an expensive pedigree. For pets with 

little or no market value, providers are virtually immune 

from any financial penalty for the negligent performance 

of their duties.196 Worst case scenario, it may be difficult 

 

192 Goldberg, supra note 1, at 67–79; see also Strickland v. 

Medlen, 397 S.W.3d 184, 193–96 (Tex. 2013). But see Hankin, 

supra note 182, at 393–410 (2007) (suggesting that veterinary 

groups will benefit from clarifying legal parameters and any 

change in the legal status of companion animals). 
193 Root, supra note 54, at 446–47; see also State v. M’Duffie, 

34 N.H. 523, 526 (1857) (asserting that pecuniary value need 

not be established to maintain an action for the killing of an 

animal because it is for the jury or judge to determine value 

based on the evidence). 
194 58 AM. JUR. 2D New Trial § 401 (2019). 
195 See infra notes 220–46 and accompanying text. 
196 “Most animals kept for companionship have no calculable 

market value beyond the subjective value of the animal to its 

owner, and that value arises purely as the result of their 

relationship and the length and strength of the owner's 

attachment to the animal.” Hyland v. Borras, 316 N.J. Super. 

 22, 25, 719 A.2d 662, 664 (App. Div. 1998). In the absence of 
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for providers to collect any amount owed for services 

resulting in the pet’s death, but that would be the only 

financial penalty. Moreover, the financial burden 

argument sets a poor precedent. If a poorly designed jet 

aircraft causes millions in damages, should the legal 

system ignore the harm in part because of the substantial 

financial burden, perhaps even a threat of bankruptcy, to 

a negligent defendant? 

Another concern is that the accurate valuation of 

animals in a property-plus category may be complex;197 

however, complexity should not dictate that a falsity 

persist, i.e., that there is no harm, because compensation 

for loss suffered is an underlying value in the tort 

system.198 An additional concern is a moral one 

concerning the humanizing of dogs and the 

commensurate potential devaluation of humanity.199 

However, the recognition by the legal system that an 

animal is animate, not inanimate, property, and that 

there is a difference in ownership, in fact validates 

human owners who have an emotional attachment and 

recognizes their bond. “Companion animals, to the extent 

that they have a social ‘purpose’ created by humans, are 

most  emphatically  non-commercial  objects  valued 
 

market value there is no claim for damages because damages 

for property loss are typically limited to the “fair market value 

of the property at the time of its destruction.” Gill v. Brown, 

107 Idaho 1137, 1138, 695 P.2d 1276, 1277 (Ct. App. 1985). 

Thus, there would be no damages recoverable for causing the 

negligent loss of property if the property had no market value. 
197 See Duckler, supra note 167, at *8–*23 (considering animals 

as objects of economic value in both the justice system and the 

animal rights community). 
198 Squires-Lee, supra note 154, at 1080–96. 
199 Richard L. Cupp, Jr., Moving Beyond Animal Rights: A 

Legal/Contractualist Critique, 46 SAN DIEGO L. REV. 27 (2009); 

Richard L. Cupp, Jr., A Dubious Grail: Seeking Tort Law 

Expansion and Limited Personhood as Stepping Stones 

Toward Abolishing Animals’ Property Status, 60 SMU L. REV. 

3 (2007). 
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entirely for the comfort and well-being they impart to 

their owners as a benefit of ownership.”200 

In other words, damages may be greater if the 

owner’s emotional need was greater, but the recognition 

of the psychological support function of the companion 

pet can be generalized to owners without a medically 

recognized need. At the same time, only a subset of 

owners may be entitled to damages for emotional harm. 

Not all owners have an emotional connection to their 

animals. The atrocious conditions under which some 

owners keep their animals illustrates this proposition.201 

Further, some animals are possessed only as they were 

historically, to perform specific functions, such as 

hunting, and not for companionship. Therefore, only 

some owners would be able to state a claim for damages 

for emotional harm, based upon evidence that there was 

harm resulting from the loss, with indicia of how the 

animal was treated during its life as supporting evidence 

of the claim.202 

 

 

200 Duckler, supra note 183, at 221. 
201 See, e.g., Emileigh Forrester, Terrell Co. Animal Control 

searches for owner of dog left tied up without food, water, WALB 

NEWS 10 (Jan. 3, 2020), https://www.walb.com/2020/ 

01/03/terrell-co-animal-control-searches-owner-dog-left-tied- 

up-without-food-water/; Kathryn Varn, Owner arrested after 

dog left in car for five hours dies in Clearwater, TAMPA BAY 

TIMES (Dec. 31, 2019), https://www.tampabay.com/news/ 

crime/2019/12/31/owner-arrested-after-dog-left-in-car-for-five- 

hours-dies-in-clearwater/;  Sarah  Martinez, San Antonio 

Woman Charged with Animal Cruelty After Leaving Dogs in 

Cages Without Enough Food or Water, SAN ANTONIO CURRENT 

(Jan. 3, 2020), https://www.sacurrent.com/the-daily/archives 

/2020/01/03/san-antonio-woman-charged-with-animal-cruelty- 

after-leaving-dogs-in-cages-without-enough-food-or-water. 
202 Examples could include testimony as to the care the animal 

received, the attention typically given to the pet by the owner, 

 and time spent in activities together.  

http://www.walb.com/2020/
http://www.walb.com/2020/
http://www.tampabay.com/news/
http://www.tampabay.com/news/
http://www.sacurrent.com/the-daily/archives
http://www.sacurrent.com/the-daily/archives
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D. Effecting Change 

 
Either state legislatures or judges are capable of 

effecting reform in the availability of damages for the loss 

of a pet.203 Some legislatures have tackled the 

compensation issue, at least in part.204 For example, a 

provision of the Illinois Humane Care for Animals Act, 

which became effective in 2008, provides a civil cause of 

action for damages sustained by owners whose animals 

have been the victim of aggravated cruelty or torture.205 

The statute provides that such damages “may include, 

but are not limited to, the monetary value of the animal, 

veterinary expenses incurred on behalf of the animal, any 

other expenses incurred by the owner in rectifying the 

effects of the cruelty, pain, and suffering of the animal, 

and emotional distress suffered by the owner.”206 The 

legislation also permits “punitive or exemplary damages 

of not less than $500 but not more than $25,000 for each 

act of abuse or neglect to which the animal was 

subjected,” in addition to “reasonable attorney’s fees and 

costs actually incurred by the owner” in pursuing the 

claim.207 Therefore, the statute recognizes an owner’s 

entitlement to emotional distress, within the limited 

circumstances presumably aligned with the tort of 

outrageous conduct.208 

 
 

203 See Root, supra note 54, at 446–49 (discussing legislative 

and judicial approaches); see also Vasiliki Agorianitis, 

Comment, Being Daphne’s Mom: An Argument for Valuing 

Companion Animals as Companions, 39 J. MARSHALL L. REV. 

1453, 1469–72 (2006) (suggesting that judicial and legislative 

involvement is required). 
204 Scott, supra note 173, at 588–90 (discussing Tennessee and 

Illinois initiatives). 
205 510 ILL. COMP. STAT. 70/16.3 (2019). 
206 Id. (emphasis added). 
207 Id. 

208 See supra notes 155–59 and accompanying text. 
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The Tennessee statute is more expansive. That 

law allows an owner up to $5,000 in the recovery of 

noneconomic damages if “a person’s pet is killed or 

sustains injuries that result in death caused by the 

unlawful and intentional, or negligent, act of another or 

the animal of another,” providing that the death or fatal 

injury occurs “on the property of the deceased pet’s owner 

or caretaker, or while under the control and supervision 

of the deceased pet’s owner or caretaker.”209 Such 

noneconomic damages are recognized as “compensation 

for the loss of the reasonably expected society, 

companionship, love and affection of the pet.”210 The 

definition of pet is limited to domesticated dogs and 

cats.211 Further, the limitation of noneconomic damages 

does not apply to causes of action for intentional infliction 

of emotional distress.212 The provision exempts an action 

for professional negligence against a licensed 

veterinarian for noneconomic damages, as well as 

nonprofit and governmental agencies which act on the 

behalf of public health or animal welfare.213 

Some supporters of change advocate a legislative 

solution, 214 but legislative action has some drawbacks. 

First, statutes may be too specific to address every 

situation that could arise, and courts could be reluctant 
 

209  TENN. CODE ANN. § 44-17-403(a)(1) (2019) (emphasis 

added). 
210 Id. § 44-17-403(d). 
211 Id. § 44-17-403(b). 
212 Id. § 44-17-403(c). 
213 Id. § 44-17-403(e). 
214 Hankin, supra note 182, at 388–90; Logan Martin, 

Comment, Dog Damages: The Case for Expanding the 

Available Remedies for the Owners of Wrongfully Killed Pets in 

Colorado, 82 U. COLO. L. REV. 921 (2011); Sirois, supra note 

182, at 1226; Wilde, supra note 47, at 276–79; see also 

Strickland v. Medlen, 397 S.W.3d 184, 196–98 (Tex. 2013) 

(suggesting that the legislature is the best avenue for reform 

 efforts, if reform is needed).  
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to employ an expansive contextual interpretation.215 

Second, definitions may be appropriate in one context, 

but less suited in other contexts. For example, the Illinois 

statute defines an animal as “every living creature, other 

than man, which may be affected by rabies,”216 which 

could be appropriate under some provisions but 

problematic others.217 Third, advocates in legislative 

bodies  may be sparse, and  lawmakers’ attitudes 

generally indifferent. The Tennessee statute, the “T-Bo 

Act” was passed after the legislator who introduced it lost 

his Shih Tzu to a large, aggressive dog not properly 

contained.218 Not every state has a legislator with a 

personal story who is sympathetic to the plight of pet 

owners who lose their companions to negligence or 

outrageous circumstances. On the other hand, legislation 

could expressly provide for attorneys’ fees, like the 

Illinois statute,219 which would allow litigation to be 

maintained even in the absence of large damage awards. 

Of course, it is the common law that classified pets 

simply as property, and common law judges uniquely can 

respond to the need to clarify and qualify common law 

classifications and doctrines as situations emerge.220 The 

organic evolution of the common law is well-suited to 

incremental distinctions as various fact driven cases 

present themselves for resolution, and litigants can drive 

that change. Unfortunately, common law judges often 
 

215 See, e.g., 510 ILL. COMP. STAT. 5/2.02 (2019) (employing an 

expansive definition of “animal”). 
216 510 ILL. COMP. STAT. 70/16.3 (2019). 
217 For example, the criminalization of the intentional 

destruction of all animals under that definition would prohibit 

killing animals for food. Duckler, supra note 167, at *61. 
218 Wilde, supra note 47, at 272. 
219 510 ILL. COMP. STAT. 70/16.3 (2019). 
220 “Because the doctrine was judicially created, it is not 

exclusively a legislative issue and it may be judicially 

qualified.” Hurst v. Capitell, 539 So. 2d 264, 266 (1989) 

(discussing partial abrogation of the parental immunity 

common law doctrine). 
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punt and point to the legislature to effectuate change so 

that they are not seen as legislating from the bench.221 

Nevertheless, the precedent is judicially created and can 

be qualified judicially and morphed in reaction to 

changing social circumstances. To date, more inroads 

into the antiquated property classification have been 

made by courts, than by legislatures.222 

 

VI. Agreements to Limit Liability 

 
One concern that is voiced for legally recognizing 

the emotional harm caused by the negligent or 

intentional loss of a pet is that the potential liability that 

would result for professional pet caretakers and medical 

personnel.223 However, in the majority of cases in which 

the loss is caused by simple professional negligence, 

appropriately drafted contract classes can limit risk 

exposure, leaving only the most egregious acts of 

negligence and intentional conduct subject to damages. 

 

A. Exculpatory Clause 

 
An exculpatory clause in a contract immunizes 

parties from their negligence and denies an injured party 

the right to recover damages from the tortfeasor.224 

Although such clauses are included in contracts, they 

may not always be enforced.225 Under contract law, an 
 
 

221 Strickland, 397 S.W.3d at 195–97; Hendrickson, 312 P.3d at 

57. 
222 See supra notes 157–161 and accompanying text. 
223 See supra notes 188–190 and accompanying text. 
224 57A AM. JUR. 2d Negligence § 47 (2019). 
225 Three states refuse to enforce them: Louisiana, Montana, 

and Virginia. Other states have varying standards or rigor or 

leniency. Exculpatory Agreements and Liability Waivers in All 

50 States, MATTHIESEN, WICKERT & LEHRER, https://www.mwl- 

 law.com/wp-content/uploads/2018/05/EXCULPATORY-  
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exculpatory clause may be subject to a claim of 

unconscionability and rendered unenforceable.226 

Moreover, exculpatory clauses do not insulate acts of 

gross negligence or willful conduct, with clauses 

purporting to exclude liability for such conduct being 

unenforceable.227 Typically, courts evaluate exculpatory 

clauses to determine if the clause was the result of free 

choice or instead part of an adhesion contract for which 

there was little or no free bargaining.228 An exculpatory 

clause is more likely to be considered valid if there was a 

degree of freedom of choice in the person, facility or 

service seeking exculpation.229 Further, if a facility or 

service seeking exculpation is one of convenience rather 

than necessity, then it is less likely unequal bargaining 

power will be of importance and the clause is more likely 

to be enforced.230 

The court in Tunkle v. Regents of University of 

California enumerated the criteria generally cited in 
 

 
 

AGREEMENTS-AND-LIABILITY-WAIVERS-CHART- 

00214377x9EBBF.pdf. 
226 For an overview of the doctrine of unconscionability and 

exculpatory clauses generally, see James F. Hogg, Consumer 

Beware: The Varied Application of Unconscionability Doctrine 

to Exculpation and Indemnification Clauses in Michigan, 

Minnesota, and Washington, 2006 MICH. ST. L. REV. 1011, 

1012–1020 (2006) 
227 RESTATEMENT (SECOND) OF CONTRACTS § 195 (1) (1979). See 

also Barnes v. Birmingham Int’l Raceway, Inc., 551 So. 2d 929, 

933 (Ala. 1989) (concluding that pre-race releases are valid and 

consistent with public policy as to negligent conduct but are 

invalid and contrary to public policy as to wanton or willful 

conduct). 
228 57A AM. JUR. 2d Negligence § 62 (2019). A critical evaluation 

is justified in this context to discourage negligence and to 

protect parties who need goods or services from being exploited 

by persons with greater bargaining power. Id. 
229 57A AM. JUR. 2d Negligence § 64 (2019). 
230 Id. 
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evaluating the legitimacy of an exculpatory clause.231 In 

evaluating an exculpatory clause, courts will determine 

whether or not the agreement: 1) affects a public 

interest, 2) concerns a business of a type generally 

suitable for public regulation, 3) touches a service of great 

importance to the public, 4) involves a service offered to 

any qualified member of the public who seeks it, 5) 

confronts the public with a standardized adhesion 

contract without any provision for paying additional 

reasonable fees to obtain protection, and 6) requires the 

person or property to be placed under the control of the 

party seeking exculpation, subject to a risk of 

carelessness.232 

So, for example, applying the Tunkle criteria, an 

exculpatory clause would be more likely to be enforced in 

contracts involving leisure activities, such as scuba 

diving or horseback riding, or as opposed to crucial 

services, such as childcare or medical procedures.233 In 

essence, the Tunkle criteria examine the validity of the 

function of an exculpatory clause and its effectiveness as 

an enforceable assumption of risk agreement.234 To be an 

enforceable exculpatory agreement, risks should be 

clearly and unambiguously disclosed with language that 

is reasonably understandable to the ordinary person.235 

 

231 383 P.2d 441 (1963). 
232 Id. at 444–46. 
233 57A AM. JUR. 2d Negligence § 61 (2019). 
234 See Russ VerSteeg, Negligence in the Air: Safety, Legal 

Liability, and the Pole Vault, 4 TEX. REV. ENT. & SPORTS L. 109, 

156–58 (2003) (discussing express assumption of risk). 
235 Patricia C. Kussmann, Validity, Construction, and Effect of 

Agreement Exempting Operator of Fitness or Health Club or 

Gym from Liability for Personal Injury or Death of Patron, 61 

A.L.R.6th § 12 (Originally published in 2011). See also Jordan 

v. Diamond Equip. & Supply Co., 207 S.W.3d 525, 530 (2005) 

(requiring that the contract “clearly set out what negligent 

liability is to be avoided.”); Monitronics Int’l, Inc. v. Veasely, 

323 Ga. App. 126, 135 (2013) (reasoning that because these 
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In sum, it is less likely to be against public policy 

to exculpate from simple negligence than gross 

negligence or willful malfeasance, from recreational or 

optional activities than necessary services, and from 

property loss than human loss or personal injury.236 For 

these reasons, recognizing a property-plus category 

would be important to pet owners seeking to invalidate a 

clause. Arguably, it might be harder for providers of pet 

services to limit liability contractually for service animals 

or ESAs because of their functionality in rendering an 

important service to the owner, as recognized under 

federal antidiscrimination law, as well. 

Applying the Tunkle criteria to providers of pet 

services, such as groomers, boarding kennels and 

veterinarians, there is probably a degree of choice. These 

activities may not be of great public importance as 

compared to, for example, public transportation; 

however, the pet would undoubtedly be under the control 

of the party seeking exculpation, subject to the risk of 

carelessness with the owner having little or no 

opportunity to take independent protections, and that 

factor is a significant consideration. 

Nevertheless, in appropriate circumstances, at 

least for service providers, contractual provisions could 

put the brakes on runaway damage awards. Revisiting 

the scenarios at the beginning of this paper may prove 

helpful. In Barking Hound Village, LLC v. Monyak, 

“Lola,” died from acute renal failure because she “was 

administered toxic doses of the medication prescribed for 

Callie, a much larger dog.”237 In Harabes v. Barkery, Inc., 

“Gabby,” died of medical complications after she was 

subjected to extreme heat for an extended period of time 
 

clauses must be explicit, prominent, clear and unambiguous 

because they extinguish future claims). 
236 But see Hyatt v. Mini Storage on Green, 236 N.C. App. 278, 

284, 763 S.E.2d 166, 171 (2014) (upholding an exculpatory 

clause for resulting personal injury). 
237 Barking Hound Village, LLC, 787 S.E.2d at 191–93. 
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at a dog grooming business.238 It is unlikely that in either 

of those cases an exculpatory clause would have insulated 

the proprietor. Arguably, the conduct in Harabes 

amounted to gross negligence for which the exculpatory 

clause would have been held invalid. Moreover, no 

detailed warning of risks would have covered that 

situation. Pets may be cut while grooming, they may 

wiggle free and be injured jumping from the grooming 

table but being subjected to extreme heat is not a 

common, anticipated risk about which a warning would 

be given. Similarly, in Barking Hound Village, even if the 

conduct was simple negligence, no detailed warning of 

risks would have covered a situation where the medicines 

would be mixed. Warnings more likely would address 

reasonably anticipated risks, such as contracting a social 

disease like influenza, or, in doggy day care 

environments, an injury from rough play. 
However, in Hendrickson an exculpatory clause 

likely would be enforced. In that case, “Bear” developed a 

foreseeable complication after surgery for which a 

successful post-operative intervention was not made, 

resulting in his death.239 Providing such risks of surgery 

were adequately disclosed, an exculpatory clause should 

insulate the provider and limit liability.240 These four 

cases illustrate four situations in which risks are 

disclosed and the emotional and physical harm caused by 

simple negligence, providers should be covered with a 

proper disclosure of risk. Only in more egregious 

situations, in which the risk is beyond the realm of 

possibilities, would damages be recoverable, including 

those for mental anguish, resulting in a fair outcome. 
 

 

238 Harabes, 791 A.2d at 1143–44. 
239 Hendrickson, 312 P.3d at 53–57. 
240 On the other hand, because there was an additional failure 

to diagnosis the condition after the operation, arguably the 

 clause may not be effective.  
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Of course, if a neighbor or a stranger caused the 

destruction of the pet, it is unlikely that there would be 

opportunity for a contractual limitation of liability. 

Likewise, in Strickland v. Medlen, “Avery,” an escaped 

family pet, was picked up by animal control and 

euthanized, even though the family had requested a hold 

be put on their pet until they could get the money to pay 

the release fees.241 An exculpatory clause would not work 

in this situation either because there is no contractual 

relationship. However, there may be some governmental 

immunity for municipal animal control units that would 

provide some protection from liability.242 In addition to 

exculpatory clauses, which if enforceable, exonerate 

future wrongful conduct, other contractual provisions can 

limit risk exposure for professional caregivers in 

appropriate circumstances, such as liquidated damages 

or caps on damage awards. 
 

B. Limitation of Liability for Damages 

 
Both recent legislative initiatives mentioned 

previously limit damages in those cases in which 

damages are recoverable.243 Contractual provisions also 

can limit liability for damages in the event of a breach. 

The services provided by veterinarians, groomers, and 

boarders are all based in contract. In addition to 

including an exculpatory clause accompanied by a 

comprehensive list of risks outlined in plain language, 

contracts can include a clause agreeing upon damages in 
 

 

241 Strickland, 397 S.W.3d at 186. 
242 The Tennessee statute exempts an action for noneconomic 

damages for nonprofit and governmental agencies which act on 

the behalf of public health or animal welfare. TENN. CODE ANN. 

§ 44-17-403(e) (2019). A comprehensive discussion about the 

recovery of damages in the context of governmental immunity, 

however, is beyond the scope of the paper. 
243 See supra notes 201–210 and accompanying text. 
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advance of a breach,244 as well as limit liability for 

damages to an established cap, as well. A limitation of 

liability clause limits the maximum amount of damages 

that may be recovered for the negligent acts of a party to 

an amount set forth in the contract. Such provisions may 

be challenged as being against public policy;245 however, 

courts are willing to enforce them if they are clear and 
 

 

 
 

244 In some agreements, such as construction contracts, the 

parties may agree upon damages in advance of a breach. These 

liquidated damages clauses attempt to estimate damages in 

advance of a breach, and are typically enforceable without 

proof of actual damages, providing the clause was not intended 

as a penalty. 22 AM. JUR. 2d Damages § 509 (2019). See also In 

re Dow Corning Corp., 419 F.3d 543 (6th Cir. 2005) (concluding 

that the liquidated damages clause at issue was a penalty 

clause unenforceable under Texas law for reasons of public 

policy); Goldblatt v. C.P. Motion, Inc., 77 So. 3d 798, 801 (Fla. 

Dist. Ct. App. 2011) (concluding that the liquidated damages 

clause was unenforceable as a penalty because the damages 

were readily ascertainable). As long as the amount is a 

reasonable estimate of anticipated loss, it is enforceable, 

particularly if damages would be difficult to measure 

accurately, and the contractual attempt bears a reasonable 

relationship to the expected harm. Arctic Contractors v. State, 

564 P.2d 30, 49 (Alaska 1977). 
245 Some states disfavor limitations of liability. See, e.g., Witt 

v. La Gorce Country Club, Inc., 35 So. 3d 1033, 1037 (Fla. Dist. 

Ct. App. 2010) (indicating a reluctance to enforce provision for 

professional service considering statute establishing 

responsibility for negligence); Lucier v. Williams, 366 N.J. 

Super. 485, 493, 841 A.2d 907, 912 (App. Div. 2004) (finding 

the limitation of liability provision unconscionable because of 

the parties’ unequal bargaining status and the stipulated 

damages nominal); City of Dillingham v. CH2M Hill Nw., Inc., 

873 P.2d 1271 (Alaska 1994) (limitation of liability clause for 

professional services unenforceable under indemnification 

 statute).  
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unambiguous, not in violation of any statute, and the 

result of an arm’s length transaction.246 

Presumably, a clear and reasonable contractual 

limitation of noneconomic damages, such as for the 

mental anguish stemming from the loss of a pet, would 

not be against public policy and would be enforceable, 

even if in some cases the parties may not be on equal 

footing. There are no statutes disfavoring such a 

provision, damages for personal injury are not being 

limited, and the actual economic loss would still be 

compensable, if proven. As such, the emotional harm 

would be properly recognized and compensated, while 

being appropriately contained by the parties’ contract.247 

Therefore, in the cases discussed previously for which an 

exculpatory clause would not afford protection,248 a 

limitation of liability clause could successfully cap any 

noneconomic damages award, at least resulting from 

negligent conduct.249 

 

246 See, e.g., Blaylock Grading Co., LLP v. Smith, 189 N.C. App. 

508, 658 S.E.2d 680 (2008) (limitation of liability did not 

implicate the public health or safety and was enforceable); 

1800 Ocotillo, LLC v. WLB Grp., Inc., 219 Ariz. 200, 201, 196 

P.3d 222, 223 (2008) (holding that limitation of liability for 

surveyor’s negligence to surveyor’s fees is not contrary to public 

policy); Marbro, Inc. v. Borough of Tinton Falls, 297 N.J. Super. 

411, 688 A.2d 159 (Law. Div. 1996) (upholding limitation of 

liability provisions in contract for professional services); Fort 

Knox Self Storage, Inc. v. W. Techs., Inc., 142 P.3d 1 (2006) 

(upholding limitation of liability clause for professional 

services). 
247 A contractual limitation analogous to the $1000 award in 

Campbell v. Animal Quarantine Station, 632 P.2d 1066, 1066 

(Haw. 1981) would likely be enforced. The two statutes also 

offer guidance for reasonable limitations. See supra notes 201– 

210 and accompanying text. 
248 See supra notes 234–235 and accompanying text. 
249 A limitation of liability for gross negligence or willful and 

wanton conduct arguable would be against public policy and 

unconscionable. See U.S. Fire Ins. Co. v. Sonitrol Mgmt. Corp., 
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VII. Conclusion 

 
The relationship between humans and animals is 

a complex one.250 In his book, Some We Love, Some We 

Hate, Some We Eat: Why It’s So Hard to Think Straight 

About Animals, a researcher explored that complex 

relationship which seemingly permits such diverse 

treatment of animals by humans.251 However, the 

recognition based on evidence in appropriate 

circumstances that some animals should be considered 

more than mere tangible property to their owners does 

not mean that all animals enjoy that consideration. 

Nevertheless, if public policy is reflected in statutes, then 

clearly the public policy in federal antidiscrimination 

laws recognizes the possibility of a property-plus 

argument for some animals.252 The plaintiffs in 

Strickland detected the oddity that Texas law would 

permit sentimental damages for loss of an heirloom but 

not a pet, to which the Texas Supreme Court replied that 

the “law is no stranger to incongruity.”253 That statement 

is certainly true for a legal system which concurrently 

requires accommodation for ESAs, but does not 

compensate for any emotional bond in assessing personal 
 

192 P.3d 543, 550 (Colo. App. 2008) (suggesting that conduct 

that is willful and wanton may not be covered by a limitation 

of liability clause). 
250 For a thorough examination of how the field of animal law 

has developed, including key litigation, see Joyce Tischler, A 

Brief History of Animal Law, Part I (1972 - 1987), 1 STAN. J. 

ANIMAL L. & POL’Y 1 (2008); Joyce Tischler, A Brief History of 

Animal Law, Part II (1985 - 2011), 5 STAN. J. ANIMAL L. & POL’Y 

27 (2012). 
251 HAL HERZOG, SOME WE LOVE, SOME WE HATE, SOME WE 

EAT: WHY IT’S SO HARD TO THINK STRAIGHT ABOUT ANIMALS 

(P.S. 2011). 
252 See supra notes 75–149 and accompanying text. 
253 Strickland, 397 S.W.3d at 192.  
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injury damages for guardians. Incongruity may be 

familiar to the law, but it is not ideal. 

There are numerous examples of the emotional 

attachment between some owners to their pets that 

underscore the reality that to at least some owners, pets 

are not mere property.254 Even Eggsy couldn’t shoot the 

pug.255 The emotional harm caused by wrongful loss of a 

pet through either a negligent or intentional tort should 

be compensated. Certainly, the emotional harm, and the 

resulting damages for that injury, would be greater if the 

loss was occasioned by gross negligence, intentional 

conduct, or willful, wanton and outrageous conduct.256 

Nevertheless, a negligent loss that causes what the 

Restatement recognizes can be “real and serious” 

emotional harm should be compensated, as well. By 

recognizing some pets as being in a property plus 

category that harm can be compensated, providing the 

plaintiff carries their burden of proof in establishing the 

emotional harm suffered. 
In the absence of legislation, such recognition 

would require a shift in the current common law 

classification of animals as mere personal property. But 

that type of shift is not unprecedented. Some humans, 

most notably slaves and women, were previously 

classified as property, as well.257 Although commentators 

worry about a slippery slope, professionals who contract 

for pet services can significantly reduce their risk 

exposure though the use of reasonably constructed 

contractual provisions.258 As such, plaintiffs bringing 

cases most deserving of a mental anguish award would 

be the most likely recipients of damage awards. 

 

254 See supra notes 38–68 and accompanying text. 
255 KINGSMAN: THE SECRET SERVICE (Twentieth Century Fox 

2014). 
256 RESTATEMENT (THIRD) OF TORTS § 47 cmt. m (AM. LAW INST. 

2012). 
257 Paek, supra note 180, at 492–494. 
258 See supra notes 221–246 and accompanying text. 
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Introduction 

 
Gone are the days of Y2K scares. The “dot-com” 

bubble has long since popped. We are left with a 

technological age that continues to mold mankind in 

every manner and endeavor. Our modern technological 

age is unmatched by any civilization that has come before 

us. With the widespread availability of mini-super- 

computers, or cellular phones, comes the ease and 

availability of information at our fingertips. Not just 

information, but actual, tangible goods. Archaic are the 

days of waiting multiple business days for goods to arrive. 

Everyone knows Amazon Prime Shipping arrives in two 

days, sometimes even one day. Whispers about drones 

delivering packages are more reality than rumor. And 

while the concept of ordering a pizza and having it 

delivered to your door is nothing new, using an app to 

have it delivered without ever speaking to a live human 

is the product of recent imagination. It should come as no 

surprise that next on the list after pizza would be beer, 

wine, spirits, and the like: alcohol. While the Supreme 

Court did not address all of these nuanced virtual 

possibilities in Tennessee Wine and Spirits Retailers 

Assn. v. Thomas,1 the Justices hinted at concerns about 

how the legal system would respond to “tomorrow’s 

argument,”2 or challenges posed by virtual sellers with no 

physical presence. 
 

 
 

1 139 S. Ct. 2449 (2019). 
2 Transcript of Oral Argument at 56–57, Tenn. Wine & Spirits 

Retailers Ass’n v. Thomas, 139 S. Ct. 2449 (2019) (No.18-96) 

(“And we'll see you again. And -- and, surely, you know, the 

state can achieve all the regulatory interests it wants to 

achieve through virtually -- dealing with virtual sellers from 

out of state, just as easily as it can with the physical presen[t] 

sellers in state. I mean, surely that’s tomorrow’s argument, 

isn't it?”).  
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The Tennessee Wine3 case involved the rights of 

out-of-state liquor retailers vis-à-vis Tennessee’s tough 

durational residency requirements for new alcohol 

retailers. Imagine a law that was impossible to comply 

with, forgetting for a second that some courts do not 

consider a law’s impossibility of compliance as a means 

for invalidation.4 Tennessee Code §57-3-204,5 which 

governed durational residency requirements for alcohol 

retailers, set just the stage for the Supreme Court to 

reconcile past alcohol regulation jurisprudence in its first 

case addressing alcohol since Granholm v. Heald.6 In 

comparison to other state residency requirements, 

Tennessee’s durational residency requirement (for 

renewals) is at the farthest end of the spectrum, making 

it difficult to defend under traditional public health and 

safety justifications.7 Judge Sutton described its effect as 

“the epitome of arbitrariness.”8 Brick-and-mortar 

retailers seeking to widen their reach across the country, 

 

3 Tenn. Wine, 139 S. Ct. 2449. 
4 See, e.g., CAL. CIV. CODE § 3531 (West 2016) (“The law never 

requires impossibilities”); see Nat’l Shooting Sports Found. v. 

California, 420 P.3d 870, 872–73 (Cal. 2018) (“We understand 

Civil Code section 3531 just as Civil Code section 3509 

provides: It is an interpretative canon for construing statutes, 

not a means for invalidating them. Impossibility can 

occasionally excuse noncompliance with a statute, but in such 

circumstances, the excusal constitutes an interpretation of the 

statute in accordance with the Legislature’s intent, not an 

invalidation of the statute.”). 
5 TENN. CODE ANN. § 57-3-204 (West 2014). 
6 Granholm v. Heald, 125 S. Ct. 1885, 1907 (2005) (holding that 

a state law that allows in-state wineries to directly ship alcohol 

to consumers, but restricts the ability of out-of-state wineries 

to do so, violates the dormant commerce clause in light of the 

Twenty-first Amendment). 
7 Transcript of Oral Argument at 25, Tenn. Wine & Spirits 

Retailers Ass’n v. Thomas, 139 S. Ct. 2449 (No.18-96). 
8 Byrd v. Tenn. Wine & Spirits Retailers Ass’n, 883 F.3d 608, 

635 (6th Cir. 2018) (Sutton, J., dissenting). 
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including Total Wine (as some would call the “Walmart” 

of alcohol retail), have found the Tennessee Wine9 holding 

intoxicating. While the ruling invalidated Tennessee’s 

durational residency requirement for liquor retailers, the 

generally applicable legal principle derived therefrom 

invalidated the laws of thirty-four states10 with statutes 

that discriminated against out-of-state retailers seeking 

to operate within their jurisdictions. The door is now open 

to new out-of-state liquor retailers, and arguably those 

with no physical presence at all. 

The Tennessee law at the heart of Tennessee 

Wine11 was problematic because it created an onerous 

burden for individuals to compete with in-state residents. 

The individual must demonstrate that he or she was a 

“bona fide resident” of the State for the previous two 

years.12 While the Tennessee Wine and Spirits Retailers 

Association tried to justify this through health, safety, 

and wellness rationales,13 renewal required a showing of 

residency in Tennessee for a period of ten consecutive 
 

 

9 Tenn. Wine, 139 S. Ct. at 2476. 
10 Transcript of Oral Argument at 38, Tenn. Wine & Spirits 

Retailers Ass’n v. Thomas, 139 S. Ct. 2449 (2019) (No.18-96) 

(“And it's just history, but it is history. And -- and we discover 

that the states, the vast majority, always have had rules like 

the Tennessee rule. And, today, 34 states, apparently, 

according to my – our count, have rules just like this, except 

maybe not the same number of years.”). 
11 139 S. Ct. at 2457. 
12 TENN. CODE ANN. § 57-3-204(b)(2) (2014). 
13 See, e.g., Mugler v. Kansas, 123 U.S. 623, 661 (1887) 

(affirming the right of the States in exercising police power to 

protect the health, morals, and safety of their people); see also 

Beer Co. v. Massachusetts, 97 U.S. 25, 32 (1878) (“If the public 

safety or the public morals require the discontinuance of any 

manufacture or traffic, the hand of the legislature cannot be 

stayed from providing for its discontinuance, by any incidental 

inconvenience which individuals or corporations may suffer. 

 All rights are held subject to the police power of the State.”).   
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years.14 Corporations fared no better. Under §57-3- 

204(b)(3)(A),15 a corporation must demonstrate that its 

officers, directors, and owners of capital stock satisfy the 

durational residency requirements applicable to 

individuals. Accordingly, no publicly traded corporation 

could operate a liquor store in the state of Tennessee. 

The Supreme Court held16 that Tennessee's two- 

year durational residency requirement applicable to 

retail liquor store license applicants violated the dormant 

Commerce Clause17 and was not saved by the Twenty- 

first Amendment. The problem was that the Tennessee 

law overreached. The two-year requirement was one 

matter, but the additional ten years created a legal 

quagmire that effectively killed the prospect of smaller 

out-of-state businesses from managing a liquor retailer 

in-state. The Court, in its dicta, discussed that States 

have never historically enjoyed absolute authority to 
 
 

14 TENN. CODE ANN. § 57-3-204(b)(2) (2014). 
15 TENN. CODE ANN. § 57-3-204(b)(3)(A) (2014). 
16 Tenn. Wine, 139 S. Ct. at 2476. 
17 U.S. CONST. art. I, § 8 cl. 3 (Under the Commerce Clause, 

Congress can “regulate Commerce . . . among the several 

States.”). See, e.g., Or. Waste Sys., Inc. v. Dep’t of Envtl. 

Quality of Or., 511 U.S. 93, 98 (1994) (While the Commerce 

Clause confers Congress the authority to regulate interstate 

commerce, the converse is that states cannot impede 

Congress's power by “unjustifiably . . . discriminat[ing] against 

or burden[ing] the interstate flow of articles of commerce.”); see 

also Am. Beverage Ass'n v. Snyder, 735 F.3d 362, 369 (6th Cir. 

2013) (quoting Dep't of Revenue v. Davis, 553 U.S. 328, 337-38 

(2007)) (The dormant Commerce Clause prevents “economic 

protectionism,” a state’s protection of in-state economic 

interests by burdening out-of-state economic interests.). Fulton 

Corp. v. Faulkner, 516 U.S. 325, 330-31 (1996) (quoting Okla. 

Tax Comm'n v. Jefferson Lines, Inc., 514 U.S. 175, 180 (1995)) 

(The dormant Commerce Clause helps to “effectuate[] the 

Framers’ purpose to ‘prevent a State from retreating into 

economic isolation or jeopardizing the welfare of the Nation as 

a whole.’”). 
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police alcohol within their borders.18 The public morals or 

public safety rationale for the justification of a statute is 

likewise not absolute.19 The Court held that where the 

predominant effect of a law is protectionism, not the 

protection of public health or safety, it is not shielded by 

Section 2 of the Twenty-first Amendment.20 

In articulating its decision, the Court touched on 

tangential areas during oral arguments that were not 

explicitly discussed in the Court’s written opinion, 

namely those concerning the rights of virtual sellers that 

are prohibited from operating in certain states. The 

opinion also discussed how courts will handle inevitable 

legal challenges from corporations that vie to become the 

Amazon of American wine and spirit distribution, in light 

of the “unquestionably legitimate” three-tier system.21 

This paper addresses the future of alcohol policy 

in the United States. Part I briefly discusses the road to 

Tennessee Wine.22 Part II discusses the decision and its 

impact on states whose laws are now invalidated, which 

presents the immediate consequence of the Tennessee 

Wine23 decision and is the logical next step in the 

American alcohol jurisprudence. Part III discusses the 

future for alcohol policy in the United States, analyzing 

the issues surrounding virtual direct shipping of alcohol 

to consumers. Finally, Part IV discusses where alcohol 

regulation ought to go, returning to the core public health 

and safety concerns that led to that great failed 

experiment, Prohibition. 
 

 

 
 

18 139 S. Ct. at 2473. 
19 Id. at 2474. 
20 Id. 
21 Granholm, 125 S. Ct. at 1904–05; Transcript of Oral 

Argument at 9, Tenn. Wine & Spirits Retailers Ass’n v. 

Thomas, 139 S. Ct. 2449 (2019) (No.18-96). 
22 Tenn. Wine, 139 S. Ct. 2449. 
23 Id.  
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I. Go Sell It In Your Own State—The Road to 

Tennessee Wine 

 
Tennessee Wine began with the application for 

retail licenses by retail juggernaut Total Wine & More, 

and Affluere Investments, a smaller, mom-and-pop type 

business owned by Doug and Mary Ketchum.24 Neither 

Total Wine nor the Ketchums satisfied the minimum 

residency requirement set forth under Tennessee Law.25 

It is worth noting that Tennessee's own Attorney General 

Robert E. Cooper, Jr. declined to enforce the law, finding 

no legitimate public policy in the legislative history.26 He 

went as far as to find some evidence that the legislative 

intent in enacting such requirements violated the federal 

Commerce Clause.27 Again, in a second opinion letter, 

Attorney General Cooper found that the residency 

requirements challenged in the Tennessee Wine matter 

facially discriminated against nonresidents.28 Tennessee 

Wine and Spirits Retailers Association threatened to sue 

the Tennessee Alcoholic Beverage Commission (TABC) if 

it granted the licenses, thus the TABC’s executive 

director filed a declaratory judgment action in Tennessee 

state court to determine the legitimacy and validity of the 

state’s residency requirements.29 After removal to federal 

district court, the challenged durational residency 

requirements were found unconstitutional.30 

The case was appealed to the Sixth Circuit and 

affirmed by a divided panel.31 A plain reading of the 
 
 

24 Brief for the Respondent at 10–11, Tenn. Wine & Spirits 

Retailers Ass’n v. Blair, 139 S. Ct. 2449 (2019) (No. 18-96). 
25 Byrd v. Tenn. Wine & Spirits Retailers Ass’n, 259 F. Supp. 

3d 785, 788–89 (M.D. Tenn. 2017). 
26 Tenn. Op. Att’y Gen. 12-59. 
27 Id. 
28 Tenn. Op. Att’y Gen. 14-83. 
29 Brief for the Respondent, supra note 24, at 11. 
30 Byrd, 259 F. Supp. 3d at 797–98. 
31 See Byrd, 883 F.3d at 612. 
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decision reveals the differences in approach to the 

matter.32 The majority easily struck down the challenged 

statutes, as they facially discriminated against interstate 

commerce.33 Not only did the majority find that the 

durational residency requirements were facially 

discriminatory, they also found that Tennessee could 

achieve its goal with a reasonable, non-discriminatory 

alternative.34 The dissent, which is discussed further in 

Part IV of this paper, reflected upon the “responsible 

consumption” of alcohol and “orderly liquor markets.”35 

The Supreme Court, in a divided 7-2 opinion, 

approached the case similarly to the Sixth Circuit, with 

the majority focusing on the facial discrimination,36 while 

the dissent by Justice Gorsuch expressed concern with 

the practical considerations of alcohol and its effect on 

local communities.37 The residency requirement in the 

eyes of the dissent proposes a reasonable way of 

accomplishing an admittedly legitimate goal.38 Residency 

itself increases the likelihood that retailers will have a 

stake in the communities they serve.39 Residency 

requirements ensure that retailers will be amenable to 

state regulatory oversight.40 Such local public health and 

safety measures are precisely what Section 2 of the 

Twenty-first Amendment was enacted to safeguard: the 

insulation of state regulation from judicial charges of 

unduly interfering with interstate commerce.41 Thus, the 

dissent analyzed the matter in a manner that considered 
 

 

 
32 See id. 
33 Id. at 626. 
34 Id. at 625–26. 
35 Id. at 633 (Sutton, J., dissenting). 
36 See Tenn. Wine, 139 S. Ct. 2449 (2019). 
37 Id. at 2476 (Gorsuch, J., dissenting). 
38 Id. at 2482. 
39 Id. 
40 Id. 
41 Id.  
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the roles of local communities, which brings to light the 

sensitivity of the subject matter at issue. 

Alcohol is unique.42 We are not dealing with paint, 

asphalt, or neon.43 Americans consume alcohol at parties 

and social gatherings. We toast alcohol to celebrate 

special occasions. We pour out alcohol for those who 

cannot imbibe with us, in their memory. But as much as 

alcohol sits at the cornerstone of so many of our social 

functions, so too does it possess the unique and uncanny 

ability to cause physical ailments as trivial as hangovers 

or as dastardly as liver disease, or death. Even this is an 

understatement, as alcohol has both the power to loosen 

a person up, but also to destroy lives, ruin marriages, 

break apart families, cause fights amongst friends, or aid 

in rash and sometimes fatal decision making. Alcohol 

cannot and should not be treated as any other 

commodity, except perhaps narcotics. Concerns such as 

these lie at the heart of the dissenting opinions of Justice 

Gorsuch44 and Judge Sutton,45 concerns that are real and 

valid: alcohol remains one of the top killers worldwide, 

responsible for countless premature and preventable 

deaths.46 

 

42 Byrd, 883 F.3d at 629 (Sutton, J., dissenting) (“In repealing 

the Eighteenth Amendment, the Twenty-first Amendment 

allowed the States to regulate alcohol as a unique commercial 

article.”); see also Frontier Saloon v. Alcoholic Beverage 

Control Bd., 524 P.2d 657, 660 (Alaska 1974) (“the state 

contends that the regulation of alcohol is unique and may 

justify a different treatment than is afforded to other activities 

. . . .”). See generally Cal. v. La Rue, 409 U.S. 109 (1972). 
43 Cf. Transcript of Oral Argument at 28–29, Tenn. Wine & 

Spirits Retailers Ass’n v. Thomas, 139 S. Ct. 2449 (2019) 

(No.18-96). 
44 Tenn. Wine, 139 S. Ct. at 2476 (Gorsuch, J., dissenting). 
45 Byrd, 883 F.3d at 628 (Sutton, J., dissenting). 
46 See generally Alcohol Facts and Statistics, NATIONAL 

INSTITUTE ON ALCOHOL ABUSE AND ALCOHOLISM; Average for 

United States 2006–2010 Alcohol-Attributable Deaths Due to 

Excessive Alcohol Use, CENTERS FOR DISEASE CONTROL AND 
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II. Thirty-Four State’s Laws Have Been 

Invalidated by Tennessee Wine, What Now? 

 
In the wake of the Tennessee Wine ruling, thirty- 

four states will have to decide what to do with their laws 

imposing durational residency requirements on out-of- 

state retailers.47 This is the immediate next step in 

American alcohol jurisprudence. These states essentially 

have three options for their legislation: rewrite their 

laws, repeal their laws, or do nothing. There are a 

number of viable alternatives to the former durational 

residency requirements, discussed herein. 

For the states who choose to rewrite their laws, 

they could require a two-year (or longer) probationary 

period whereby the proposed merchant must complete 

educational programs and participate in community 

outreach to better acquaint itself with the makeup and 

individuality of the community it seeks to serve. This is 

more of a narrowly tailored approach that directly links 

the transitional period to the community goal. To take 

this requirement a step further, the renewal of the 

license could be tied to the completion of state mandated 

programs. State mandated programs could include 

programming coordinated with national organizations 

dedicated to alcohol abuse awareness, including Mothers 

Against Drunk Driving (MADD), Students Against 

Destructive Decisions (SADD), the National Institute on 

Alcohol Abuse and Alcoholism, the National Council on 

Alcoholism and Drug Dependence, and the Substance 

 

PREVENTION; Global status report on alcohol and health, 

WORLD HEALTH ORGANIZATION. 
47 See generally Earl Crawford, The Legislative Status of an 

Unconstitutional Statute, 49 MICH. L. REV. 645 (1951); EI 

McCormac, The Supreme Court and Unconstitutional Laws, 25 

CALIF. L. REV. 552 (1937); Note, What Is the Effect of a Court's 

Declaring a Legislative Act Unconstitutional?, 39 HARV. L. REV. 

373 (1926).  
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Abuse and Mental Health Services Administration. 

While this two-year buffer appears facially to create a 

similar effect of the Tennessee Code § 57-3-204,48 it 

should pass muster because it lacks the prohibitive 

renewal process of § 57-3-204(b)(2)(A), which facially 

discriminated against out-of-state retailers. 

Alternatively, states could enact a “match system” 

where one non-resident license is granted for every one 

resident-license, which would stymie the influx of out-of- 

state liquor license applications. States could also 

distribute licenses under a quota system based upon 

populations of local communities. States could also revert 

to “control state” status, where the alcohol industry is run 

by the state in a monopoly limited to the state’s rules and 

regulations.49 

From the Tennessee Wine opinion and oral 

argument, we learn what state legislation is 

unconstitutional in the governance of alcohol. States may 

not enact new durational residency requirements that 

fail to comply with the holding of Tennessee Wine.50 

States cannot impose a tax on the out-of-state applicants 

in a manner that benefits in-state retailers under 

Bacchus.51 States cannot justify their new law by 

avowing that the statute was enacted to promote local 

industry, as the Supreme Court in Bacchus52 addressed. 

In doing so, States incidentally act in a manner that 

confers benefit to one party, the in-state competitor, at 

the detriment of another, the out-of-state entrant. 

In practical terms, while these alternatives serve 

the interests of public health and safety concerns, they do 

little to redress the creative means in which the states 

 

48 See TENN. CODE ANN. § 57-3-204 (2014). 
49 See generally John Pulitoa & Antony Davies, Does State 

Monopolization of Alcohol Markets Save Lives? KEY STONE 

RESEARCH (2012). 
50 139 S. Ct. at 2476 . 
51 Bacchus Imports, Ltd. v. Dias, 468 U.S. 263, 273 (1984). 
52 Id. at 276. 
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were effectively prohibiting the entrance of out-of-state 

competitors in their wine and spirit marketplace. The 

Tennessee regulation was, in a sense, a noble one: 

protecting the interests of its resident merchants from 

the Walmart-like behemoths that are national liquor 

chains. From this perspective, Tennessee Wine is another 

landmark victory for nameless, faceless corporations,53 at 

the expense of local markets. Behind the public health 

and wellness rationale was the true goal of the Tennessee 

statute: economic protectionism of residents against 

corporate actors and non-residents.54 What was not 

considered was the fact that a national liquor retailer 

chain, with virtually unlimited resources, entering a local 

market where the shops are smaller and intimately 

familiar with the local communities effects the public 

health and wellbeing of that community by simple virtue 

of its entrance: cheaper liquor, wide variety, and ease of 

access inevitably lead to increased consumption and the 

ills that befall overconsumption. States will have to 

determine how they can satisfy that same agenda 

without the explicit, facial discrimination inherent in 

durational residency requirements. 
For the states that choose to repeal their laws, 

doing so would bring them into compliance with the 

Tennessee Wine55 ruling. The states who rewrite their 

laws will, by manner of the passage of the new law, 

effectually repeal the previously invalidated statute. 

Finally, as will more than likely be the case for most, for 
 

53 See, e.g., Citizens United v. FEC, 558 U.S. 310, 466 (2010) 

(Stevens, J., dissenting) (“It might also be added that 

corporations have no consciences, no beliefs, no feelings, no 

thoughts, no desires. Corporations help structure and facilitate 

the activities of human beings, to be sure, and their 

‘personhood’ often serves as a useful legal fiction. But they are 

not themselves members of ‘We the People’ by whom and for 

whom our Constitution was established.”) 
54 See, Tennessee Wine, 588 U.S.   (2019) slip op. at 12 

(Gorsuch, J., dissenting). 
55 588 U.S.   (2019).  
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the states that choose to do nothing, history repeats 

itself.56 The law will simply be unenforceable by the State 

and susceptible to challenge under Supreme Court 

precedent. 

 

III. Virtual Retailers and Tomorrow’s Legal 

Challenges 

 

“And if residency requirements are problematic, what 

about simple physical presence laws?”57 

 
Tennessee Wine opens the door for constitutional 

challenges by virtual retailers under the same premise 

that durational residency requirements for brick-and- 

mortar retailers were found unconstitutional. Future 

cases in Twenty-first Amendment jurisprudence will 

challenge physical presence requirements. The Justices 

questioned the attorneys about these novel challenges, 

but the attorneys declined to wrestle with such 

hypotheticals, comfortable instead with the limited 

prospect of the question certified for Supreme Court 

interpretation.58 While certainly the safer bet, less 

guidance is now available as a result. Next, this paper 

addresses arguments for and against the following 

question: whether the Twenty-first Amendment 

empowers States, consistent with the dormant 

Commerce Clause, to regulate liquor sales by granting 

retail or wholesale licenses only to individuals or entities 

with brick-and-mortar businesses, to the detriment of 

wholly virtual businesses. 
 

 

56 Supra, note 46. 
57 Tennessee Wine, 588 U.S.   (2019) slip op. at 14 (Gorsuch, 

J., dissenting); see also Direct Mktg Ass’n v. Brohl, 814 F.3d 

1129, 1148, 1150–51 (10th Cir. 2016) (Gorsuch, J., concurring) 

(The physical presence rule has “been the target of criticism 

over many years from many quarters”). 
58 Transcript of Oral Argument, supra note 2, at 49–50. 
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A. Arguments for Virtual Alcohol Retailers 

 
Direct shipping laws are next to face constitutional 

challenges post-Tennessee Wine.59 In fact, direct shipping 

laws that burden out-of-state merchants have arguably 

run afoul of the Supreme Court’s Tennessee Wine ruling. 

States that have established regulatory regimes that 

discriminate against interstate commerce and non- 

resident citizens to the benefit of their residents will need 

to reexamine their statutes due to the emergence of 

virtual retailers, but also popular mobile-application 

based alcohol delivery companies Drizly,60 Saucey,61 

Buttery,62 and others, that further cloud issues regarding 

the transportation and delivery of alcohol across state 

lines. There are several distinctions in the virtual space. 

Virtual retailers, such as Reservebar.com and 

Masterofmalt.com, occupy space in the virtual 

marketplace for spirits, competing directly with local 

retailers. They typically offer more exotic selections at 

competitive prices in comparison to their brick-and- 

mortar counterparts, who are burdened by limited shelf 

space, overhead costs including rent and utilities, and the 

limitation of being available for business during 

traditional business hours only. Mobile application-based 

companies offer similar virtual retail offerings, but are 

available for immediate shipping, utilizing local markets 

to fulfill online orders. For any party where the 

partygoers are too inebriated to drive, yet all of the kegs 
 

 
 

59 588 U.S.    (2019). 
60 DRIZLY, “Let the drinks come to you. Beer, wine and liquor 

delivered in under 60 minutes,” https://drizly.com/ (last visited 

Jan. 26, 2021). 
61 SAUCEY, “Alcohol. Sooner rather than later. Because instant 

gratification is underrated,” https://saucey.com/ (last visited 

Jan. 26, 2021). 
62  BUTTERY,  available  at  https://play.google.com/store/ap 

 ps/details?id=com.buttery&hl=en_US.  
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are tapped, mobile apps have been developed to solve this 

exact problem. 

Mobile apps also fill a void where standard 

commercial couriers refuse to operate, including the 

United States Postal Service,63 FedEx,64 and UPS,65 

which offer limited services with their own applicable 

rules and regulations. The statutes have not yet 

addressed whether these casual liquor couriers are 

subject to the same regulations that currently govern 

liquor wholesalers, distributors, and retailers. 

Markets thrive when the law takes into 

consideration the realities of evolving marketplaces. 

Rules and regulations that discourage online businesses 

from operating within the boundaries of certain states 

ignore the desires of modern consumers. Capitalism 

suffers as a result of this ignorance, or refusal to “get with 

the times.” Physical presence requirements are archaic, 

similar to durational residency requirements. The 

“dramatic technological and social changes” of our 

“increasingly interconnected economy” mean that buyers 

are “closer to most major retailers” than ever before — 
 

 

63 See UNITED STATES POSTAL SERVICE, “Beer, wine, and liquor 

may not be sent through the mail, except in limited 

circumstances,” https://www.usps.com/ship/shipping- 

restrictions.htm (last visited Jan. 26, 2021) and "Intoxicating 

liquors having 0.5 percent or more alcoholic content are 

nonmailable" https://pe.usps.com/text/pub52/pub52c4_006.ht 

m 
64 FEDEX, FedEx Prohibits Consumers from Shipping Alcohol 

and Only Approves Commercial Merchants that Are Fedex- 

Approved and Licensed, https://www.fedex.com/en-us/shipping 

/alcohol/shipping-requirements.html (last visited Jan. 26, 

2021). 
65 UNITED PARCEL SERVICE, UPS Prohibits Shipping Alcohol 

with Limited Exceptions for States Permitting Winery Direct 

Shipments, https://www.ups.com/us/en/help-center/packaging- 

and-supplies/special-care-shipments/wine.page (last visited 

Jan. 26, 2021). 

http://www.usps.com/ship/shipping-
http://www.usps.com/ship/shipping-
http://www.fedex.com/en-us/shipping
http://www.fedex.com/en-us/shipping
http://www.ups.com/us/en/help-center/packaging-
http://www.ups.com/us/en/help-center/packaging-
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“regardless of how close or far the nearest storefront.”66 

There is a reason why Toys R Us, Circuit City, 

CompUSA, Sharper Image, Books-A-Million, and 

Blockbuster collapsed, but Amazon, eBay, and Netflix 

continue to thrive. 

Under Tennessee Wine67 and the Supreme Court’s 

discussion of virtual presence requirements in South 

Dakota v. Wayfair68, virtual sellers have strong grounds 

for proclaiming that both physical presence requirements 

and durational residency requirements for virtual alcohol 

retailers violate the dormant commerce clause. 

In Wayfair, the Supreme Court overruled its 

previous holdings in Quill Corp. v. North Dakota69 and 

National Bellas Hess, Inc. v. Department of Revenue of 

Illinois70. While Wayfair addressed the collection and 

remittance of taxes by virtual retailers with no in-state 

physical presence, its discussion of physical presence in 

the virtual context is instructive: “rejecting the physical 

presence rule is necessary to ensure that artificial 

competitive advantages are not created by this Court’s 

precedents”.71 In focusing on the avoidance of creating 

advantages for in-state retailers, one must also be 

cognizant of creating loopholes and advantages for new 

market entrants and out-of-state retailers. The 

movement towards greater virtual consumer demands 

must be considered against the States’ autonomy to 

recognize such endeavors: “states are not obligated to 

embrace  every  aspect  of  the  Internet  economy— 
 

 

 

 
 

66 Direct Marketing Assn. v. Brohl, 575 U.S. 1, 17–18 (2015) 

(Kennedy, J., concurring). 
67 588 U.S.  (2019). 
68 South Dakota v. Wayfair, Inc., 138 S. Ct. 2080 (2018). 
69 510 U.S. 859 (1993). 
70 386 U.S. 753 (1967). 
71 138 S. Ct. at 2094.  
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especially when the product concerned has the capacity 

to inflict societal harms if abused”.72 

In Tennessee Wine, the Supreme Court saw 

through the veil of health and wellness justifications for 

the Tennessee statute, finding its practical effect to be 

economic protectionist in nature.73 The durational 

residency provision expressly discriminated against 

nonresidents, and the link between durational residency 

requirements and public health and safety was 

considered, at best, highly attenuated.74 The same logic 

would be applied to any law discriminating against 

virtual alcohol retailers operating in state, as the virtual 

retailer carries the same, or similar status as the out-of- 

state retailer. 
In some ways, the virtual retailer is even more 

connected to the in-state resident than the brick-and- 

mortar shop. Consider, for example, two retailers that 

are in the business of selling alcohol. The first is a mom- 

and-pop type of brick-and-mortar retailer located in a 

strip mall of a small American town. The second is a 

nationally recognized virtual seller, with state-of-the art 

website, mobile application that facilitates local 

deliveries of alcohol, strong social media presence, and 

twenty-four-hour customer service representatives to 

answer the inquiries of consumers. The nationally 

operating virtual seller maintains an email database of 

thousands of local residents that have signed up through 

their website. The virtual seller also engages in real-time 

interactions with virtual patrons through live social 

media videos. They regularly respond to posts on their 

Facebook, Instagram, and Twitter pages. The mom-and- 

pop shop is open six days per week, for approximately 

eight hours per day, and is closed on all major holidays. 
 

72 Brief for Wine and Spirits Wholesalers of America, Inc. as 

Amicus Curiae Supporting Petitioner at 31, Tennessee Wine, 

588 U.S.   (2019). 
73 Tennessee Wine, 588 U.S. 33 slip op. at 5 (2019). 
74 Id. at 33. 
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They do not offer delivery services and they keep no 

records of their regular customers. Under these facts, the 

virtual seller has a strong argument to be considered 

more familiar with the local people than the local liquor 

store. 

In one sense, the virtual seller removes the 

instant gratification component that brick-and-mortar 

alcohol retailers cannot overlook. An individual can visit 

a brick-and-mortar alcohol retailer, make a purchase, 

and ingest the alcohol right away. A bad day at work 

could result in quick consumption, poor decision making, 

and a car accident during the commute home. The 

individual could return multiple times, to the same or 

various physical retailers, and continue drinking 

throughout the day. That concern is eliminated by the 

fact that purchases made from the virtual seller require 

a time delay to allow for shipping. Purchases made by the 

virtual seller delay gratification. And while shipping has 

become quite faster in recent years than when mail order 

sales were first introduced to the general public, shipping 

times will never be as instantaneous as the sale of liquor 

by brick-and-mortar retailers. Thus, there is a sort of 

“cooling off period” when one purchases liquor online, in 

comparison to the immediacy of purchases from physical 

retailers. In this manner, virtual alcohol retailers are 

even safer than their physical counterparts. 
Not only do virtual retailers satisfy the growing 

needs and desires of modern, savvy consumers, but the 

marketplace itself is reacting to higher demands for sales 

via mobile applications. Markets respond to public 

demand, and public demand is shifting when it comes to 

the utilization of mobile applications to secure and obtain 

that which was once only available through brick-and- 

mortar locations or traditional delivery services. Today, 

consumers need not leave their homes to obtain fast food. 
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Services like Uber Eats,75 Grubhub,76 and Doordash77 

have reshaped the casual dining market to allow 

consumers to order their favorite meals without leaving 

their homes. Other start-ups, like Postmates,78 Udely,79 

and TaskRabbit,80 take modern delivery services to a new 

level, offering the delivery of virtually any item.81 It is 

only natural that people would seek to order alcohol from 

the push of a button on their phone, but couriers have 

had difficulty traversing the legal landscape to avoid 

running afoul of existing regulations, many of which may 

not have been drafted with the contemplation that such 

modern delivery services would ever exist. 

 

B. Arguments Against Virtual Alcohol 

Retailers 
 

 
 

75 UBER EATS, Uber Eats: Food Delivery and Takeout, 

https://www.ubereats.com/en-US/ (last visited Jan. 26, 20 

21). 
76 GRUBHUB, Food Delivery For Less, 

https://www.grubhub.com/ (last visited Jan. 26, 2021). 
77 DOORDASH, Your Favorite Restaurants, Delivered, https://w 

ww.doordash.com/ (last visited Jan. 26, 2021). 
78 POSTMATES, “Anything, anytime, anywhere. Postmate it. 

Food, drinks and groceries available for delivery or pickup,” 

https://postmates.com/ (last visited Jan. 26, 2021). 
79 UDELY, Order Anything / Deliver Anything, https://udely.co 

m/ (last visited Jan 26, 2021). 
80 TASKRABBIT, “Help around the home, at your fingertips You 

don't always have to DIY. Get help from thousands of trusted 

Taskers for everything from home repairs to cleaning,” 

https://taskrabbit.com/ (last visited Jan. 26, 2021). 
81 POSTMATES, “What can I have delivered with Postmates? Just 

about anything! Whether it’s a burrito, new headphones, or a 

fresh shirt for tonight’s date, we will deliver it. Items we cannot 

deliver include controlled substances, weapons, live animals, 

people and gift cards,” https://support.postmates.com/ 

buyer/articles/220089107-article-What-can-I-have-delivered- 

with-Postmates- (last visited Jan. 26, 2021). 

http://www.ubereats.com/en-US/
http://www.grubhub.com/
http://www.grubhub.com/
https://w/
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The States’ authority to govern alcohol as they see 

fit stems from §2 of the Twenty-first Amendment: 

 
The transportation or importation into any 

State, Territory, or Possession of the 

United States for delivery or use therein of 

intoxicating liquors, in violation of the 

laws thereof, is hereby prohibited.82 

 
But, as we see in Tennessee Wine83, this is not an absolute 

power, as the States’ laws must comport with the 
 

 

82 U.S. CONST. amend. XXI, § 2; see, e.g., Tennessee Wine, 588 

U.S.  (2019) slip op. at 9, n.6 (Gorsuch, J., dissenting) (“See, 

e.g., 76 CONG. REC. 4143 (1933) (statement of Sen. Blaine) 

(“The purpose of section 2 is to restore to the States by 

constitutional amendment absolute control in effect over 

interstate commerce affecting intoxicating liquors”); id., at 

4225 (statement of Sen. Swanson) (“[I]t is left entirely to the 

States to determine in what manner intoxicating liquors shall 

be sold or used and to what places such liquors may be 

transported”); Ratification of the Twenty-first Amendment to 

the Constitution of the United States: State Convention 

Records and Laws 50 (E. Brown ed. 1938) (statement of 

President Robinson of the Connecticut convention) 

(“[F]undamentally our fight has been . . . for the return to the 

peoples of the several states of their constitutional right to 

govern themselves in their internal affairs”); id., at 174 

(statement of Del. Simmons to the Kentucky convention) (“The 

regulation of the sale of liquor is a state concern”); id., at 247 

(statement of Mme. Chairman Gaylord of the Missouri 

convention) (“We have never been in favor of a National 

Regulation to take the place of the 18th Amendment    We 
believe that each state should work out sane and sensible 

liquor control measures, responsive to the sentiment of the 

people of each state”); id., at 322 (statement of Gov. White of 

Ohio) (“[T]he control of intoxicating liquors presents a problem 

of first magnitude,” and “[t]he solution of the problem will be 

returned to the several states”). 
83 588 U.S.   (2019).  
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dormant Commerce Clause.84 In this section, we evaluate 

the health the safety justifications for the durational 

residency and physical presence of brick-and-mortar 

alcohol retailers, which are arguably multiplied in the 

consideration of a virtual alcohol retailer. 

The legitimate concerns underlying out-of-state 

retailers’ ability to sell alcohol in-state are amplified 

when dealing with virtual sellers. One of the legitimate 

government interests in creating durational residency 

requirements was an evaluation of interaction with the 

community.85 Under the real, face-to-face understanding 

of “interaction,” the virtual seller fails. Interactions in 

this sense are important, as they are triggered by the 

socially and emotionally combustible nature of alcohol 

usage. States must be able to enforce its laws against 

alcohol retailers, to ensure that alcohol is sold to those of 

legal age and standing, that over-selling and overserving 

are avoided, and to ensure that consumers purchase the 

product the contracted to purchase. 

First, there is the concern for fraud, by a minor’s 

usage of illegal identification, and underage consumption 

of alcohol, which is on the rise.86 The traditional brick- 

and-mortar retailer can use common sense judgment to 

ascertain whether a potential consumer is of legal age to 

consume alcohol. For virtual retailers, absent facial 

recognition or live streaming point-of-sale transactions 
 
 

84 See Cty. of Mobile v. Kimball, 102 U.S. 691, 697 (“There 

would otherwise be no security against conflicting regulations 

of different States, each discriminating in favor of its own 

products and citizens, and against the products and citizens of 

other States.”). 
85 Tenn. Wine, 139 S. Ct. at 36. 
86 CENTERS FOR DISEASE CONTROL AND PREVENTION, Fact 

Sheets – Underage Drinking, https://www.cdc.gov/alcohol/fact- 

sheets/underage-drinking.htm (last visited Jan. 26, 2021) 

("Although the purchase of alcohol by persons under the age of 

21 is illegal, people aged 12 to 20 years drink 11% of all alcohol 

consumed in the United States.") 

http://www.cdc.gov/alcohol/fact-
http://www.cdc.gov/alcohol/fact-
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via virtual alcohol retailers, these identification checks 

are simply incomparable. The risk for fraud is heightened 

for virtual alcohol retailers because of the ease that a 

minor could make purchases under someone else’s 

identity, whether it is a friend or family member. 

Shipping is also complicated in that the minor could 

request that deliveries be made to an address other than 

the minor’s home location. Brick-and-mortar alcohol 

retailers have less to worry about these concerns with 

face-to-face interactions, identification card scanners, 

and the gut instinct of intuition that only comes from 

evaluating a person’s demeanor, body language, and 

other real-world qualities. 
Virtual retailers would be quick to highlight the 

positive aspects of a controlled marketplace against the 

possibilities of dark web transactions. While underage 

consumption is a concern, surely an organized, 

legitimate, and governed virtual marketplace for liquor 

is better than the alternative: black market sales through 

the use of the dark web, hidden IP addresses, and bit- 

coin.87 However, brick-and-mortar retailers would argue 

that this may be an exaggerated concern in light of the 

simpler alternatives a minor could implement to obtain 

alcohol than resorting to the dark web. 

Second, durational residency requirements were 

said to create opportunities to observe a person’s 

character. This was an important consideration because 

alcohol is not like other products, and its ability to be 

used, or overused to a person’s detriment, are legitimate 

concerns. One simply cannot evaluate the character of 

the virtual seller in the same manner that a brick-and- 

mortar retailer can be evaluated. In-person interviews 

could be required for licensure, but this is only a short- 
 

87 See Aditi Kumar & Eric Rosenbach, The Truth about the 

Dark Web, INTERNATIONAL MONETARY FUND, 56 FINANCE & 

DEVELOPMENT 3 (Sept. 2019), https://www.imf.org/external/ 

pubs/ft/fandd/2019/09/the-truth-about-the-dark-web kumar.ht 

 m.  

http://www.imf.org/external/
http://www.imf.org/external/
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term solution to a larger problem, especially considering 

personnel changes amongst larger retailers. Further, 

appearances online are all too deceiving – for instance, 

many Instagram and social media models are actually 

photoshopped caricatures of their true images, using 

creative brush strokes, filters, and other tricks-of-the- 

camera to appear in a light untrue to their actual image. 

With lingering concerns regarding fake profiles and bots 

used to meddle in the United States 2016 election,88 the 

possibility that a virtual seller is not who they claim to 

be is a real concern in our modern technology age. 

The virtual retailer responds with questioning 

whether concerns about observing a person’s character 

are outdated. We are not comparing the virtual retailer 

or even the brick-and-mortar alcohol retailer to the 

rambunctious saloons of lawless American towns.89 The 

rationale fails in the sense that many brick-and-mortar 

alcohol retailers operate in the traditional sense of a 

marketplace for goods. For example, consider the 

resemblance between Total Wines and a grocery store, or 

even Walmart. 

That virtual retailer would be quickly reminded 

about society’s pre-Prohibition problems that gave rise to 

sweeping  legislation  such  as  the  Eighteenth 
 
 

88 See U.S. HOUSE OF REPRESENTATIVES, PERMANENT SELECT 

COMMITTEE ON INTELLIGENCE, Exposing Russia’s Effort to Sow 

Discord Online: The Internet Research Agency and 

Advertisements, https://intelligence.house.gov/social-media-co 

ntent/ (last visited Jan. 26, 2021). 
89 See generally Harry G. Levine & Craig Reinarman, From 

Prohibition to Regulation: Lessons from Alcohol Policy for Drug 

Policy, 69 MILBANK QUARTERLY 3, CONFRONTING DRUG POLICY: 

Part 1 at 461–94 (1991); see also Ian Tyrell, The US Prohibition 

Experiment: Myths, history and implications, 92 ADDICTION 11 

at 1405–09 (1997); see also NATIONAL ALCOHOL BEVERAGE 

CONTROL ASSOCIATION, The Three Tier System: A Modern View, 

https://www.nabca.org/sites/default/files/assets/files/ThreeTier 

System_Mar2015.pdf (last visited Jan 26, 2021). 

http://www.nabca.org/sites/default/files/assets/files/ThreeTier
http://www.nabca.org/sites/default/files/assets/files/ThreeTier
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Amendment90. The concern about a retailer’s ties to the 

local community is rooted in pre-Prohibition history.91 

“Tied houses” were responsible for many of the social ills 

and evils associated with drunkenness.92 These bars, or 

saloons, were contracted to sell one manufacturer’s 

product.93 But manufacturers were not tied to local 

values.94 Since the manufacturers were ignorant as to 

how their product affected local communities, they could 

focus on profits without having to witness the abuses of 

alcohol or succumb to the pressures of local social 

influence.95 Virtual retailers would be hard pressed to 

identify how the liquor they sell affects every market in 

which they have made sales. As such, the concerns for 

alcohol retailers’ ties to local communities and values 

reemerges in the virtual marketplace. 
Quality control is also difficult evaluate for the 

virtual retailer. The brick-and-mortar retailer has actual 

stock, or perhaps a nearby warehouse. But questions 

arise as to where the stock is kept for the virtual seller 

and whether their chain of custody can be validated. 

Proponents of virtual alcohol sales would note 

that the online outrage by a person purchasing one bottle 

of liquor and receiving something that he or she did not 

buy would destroy the reputation of that online retailer. 

That is why online review sites like Yelp and Amazon’s 

customer reviews are so popular – they provide candid 
 

90 See U.S. CONST. amend. XVIII. 
91 Brief for The Center for Alcohol Policy as Amicus Curiae 

Supporting Petitioner at 8–10, Tennessee Wine, 588 U.S.   

(2019); see also Raymond B. Fosdick & Albert L. Scott, TOWARD 

LIQUOR CONTROL 10 (1st ed. 1933) (the most critical 

observation from Toward Liquor Control was that alcohol is a 

hyper-local problem requiring hyper-local solutions). 
92 Brief for The Center for Alcohol Policy as Amicus Curiae 

Supporting Petitioner at 11, Tennessee Wine, 588 U.S.   

(2019). 
93 Id. 
94 Id. 
95 Id.  
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accounts that judge and evaluate a company’s business. 

Negative comments on Yelp, Amazon, or eBay could 

potentially destroy a business. Virtual retailers would 

also point to the fact that the same concerns could arise 

in the context of online grocery shopping. However, this 

market is thriving as well.96 

 

IV. In Vino Veritas, or The Truth About How 

States Should be Able to Govern Alcohol 

 
Tennessee Wines97 is a major win for national 

liquor retailers looking to enter new markets across the 

country. What is eroded is the states’ ability to regulate 

a dangerous good. In assessing the economic protectionist 

effect of Tennessee Code §57-3-204,98 the Court discounts 

the public health and safety measures of the Tennessee 

statute.99 Any statute that limits an individual’s ability 

to purchase alcohol is a statute that protects the citizenry 

by limiting access to a dangerous product. States may 

look at virtual sellers and enact stern physical presence 

requirements if they think that a person’s ability to 

purchase alcohol at any time, day or night, is excessive. 

Or, they may enact physical presence requirements for 

the simple premise of ensuring that someone within the 

confines and jurisdiction of the state will be accountable 

for the actions of the retailer. To exercise police power 

over an out-of-state retailer operating virtually within a 
 

96 Darren Tristano, Online Grocery Sales Predicted To Surge 

By 2021, But Where Will That Growth Come From?, 

FORBES.COM (Mar. 21, 2019), https://www.forbes.com/sites/ 

darrentristano/2019/03/21/online-grocery-sales-surge- 

through-digital-platforms-as-consumers-crave- 

convenience/#6250e5112b8f. 
97 588 U.S.  (2019). 
98 TENN. CODE ANN. § 57-3-204 (2014). 
99 See, Tennessee Wine, 588 U.S.  (2019) slip op. at 14 

(Gorsuch, J., dissenting). 

http://www.forbes.com/sites/
http://www.forbes.com/sites/
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state could result in great cost to execute properly. One 

could characterize that as facially economic protectionist 

because every brick-and-mortar in-state retailer would 

indubitably benefit from a statute requiring physical 

presence, but the statute would promote reasonable 

consumption and an orderly liquor market – which were 

thought to be core powers of the States100. 

Greater deference should be given to a States’ 

desire to promote positive public health and safety 

standards. Granholm conferred “virtually complete 

control” on States to structure their liquor distribution 

system as they see fit.101 Tennessee Wines102 walks back 

this “complete control”, but at the cost of the local 

communities as Justice Gorsuch articulated in his 

dissenting opinion103: economic protectionism itself 

reduces competition in the liquor market, which 

increases the price of in-state alcohol and moderates its 

use.104 

 

Conclusion 

 
Virtual retailers of wine and spirits will be able to 

operate in every state of the American union. That is the 

logical conclusion derived from the holdings of both 

Tennessee Wine105 and Wayfair106. There is simply too 

much pressure to expand the availability of alcohol into 

the virtual marketplace. For the few states that 

completely prohibit the practice, all that is needed is one 

law so facially wanting of legitimization as Tennessee 
 

 
 

100 North Dakota v. United States, 495 U.S. 423, 432 (1990). 
101 Granholm, 544 U.S. at 488. 
102 588 U.S.  (2019). 
103 Tennessee Wine, 588 U.S.  (2019) slip op. at 14 (Gorsuch, 

J., dissenting). 
104 Id. at 12. 
105 588 U.S.  (2019). 
106 Wayfair, 138 S. Ct. 2080.  
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statute §57-3-204107 and the “tomorrow’s arguments” 

mentioned in Tennessee Wine108 will be addressed. 

Unfortunately, the argument that will be left 

unaddressed is determining how much power the states 

will have to regulate the sale and control of alcohol in 

their territories if virtual sellers can undermine their 

interests by way of a Supreme Court ruling. The States’ 

police powers to govern alcohol within their borders will 

likely continue to diminish. 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

107 TENN. CODE ANN. § 57-3-204 (West 2014). 
108 588 U.S.  (2019). 
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ABSTRACT 

In the 43 years since the enactment of the Medical Device 

Regulation Act of 1976 (MDRA), the United States has 

devolved into a public health crisis emergency regarding 

medical device safety. Over the last decade, faulty or 

flawed medical devices have injured 1.7 million and 

killed nearly 83,000 people nationwide. This paper will 

argue that the country’s current medical device safety 

crisis is directly tied to the United States Food and Drug 

Administration’s (FDA) inadequate regulation of those 

products, the agency’s inadequate pre-market approval 

(PMA) process, corporate abuse of the FDA 510(k) 

pathway, and the FDA’s failure to engage in post market 

surveillance and enforcement that ensures the safety of the 
 

* J.D. Candidate at Seton Hall University School of Law, 2021. 
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2016. I would like to thank Professor Jennifer Oliva for her 
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life Professor Oliva. Thank you for always being in my corner. 
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medical devices that it approves/clears. This paper 

reviews the major medical device regulatory oversight 

reforms that scholars have proposed over the last several 

decades and provides its own novel recommendations. 

Due to the recent enactment of the 21st Century Cures Act 

and the current Administration’s pro-deregulation 

posture, our medical device safety crisis is likely to 

continue to worsen unless reforms are enacted that 

demand that the FDA live up to its mission of protecting 

and advancing the public health. 
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Introduction 

 
At eight months old, Bella Aguilar began 

experiencing the symptoms of epilepsy.1 Bella’s parents 

gave their child six different medications and even 

considered corrective brain surgery to mitigate her 

condition.2 When Bella’s doctor recommended Vagus 

Nerve Stimulation (VNS) therapy, however, her life 

changed.3 

VNS Therapy is delivered through a medical 

device implanted under the chest skin via a wire that is 

wound around the vagus nerve in the neck.4 The device 

sends mild pulses to the vagus nerve at regular intervals 

throughout the day to prevent seizures.5 Today, Bella “is 

thriving in everything from academics to sports.”6 Just 13 

years old, Bella takes college-level courses, is a four-sport 

athlete, and mentors special needs children.7 

 

1 Girl Once Known as “Miracle Baby” Meets Medical Device 

Team Who Saved Her Life, ABC13 HOUSTON, https://abc13 

.com/5628462/ (last visited Nov. 3, 2019) [hereinafter ABC13 

Houston]. 
2 Id. 
3 Id. 
4 LivaNova, How It Works, VNS THERAPY (Oct. 20, 2019, 1:50 

PM), https://us.livanova.cyberonics.com/learn-more/how-it-wor 

ks; Patricia O. Shafer and Patricia M. Dean, Vagus Nerve 

Stimulation (VNS), EPILEPSY FOUND. (Oct. 20, 2019, 1:50 PM), 

https://www.epilepsy.com/learn/treating-seizures-and- 

epilepsy/devices/vagus-nerve-stimulation-vns. 
5 Id. 
6 ABC13 Houston, supra note 1. 
7 Id.  

http://www.epilepsy.com/learn/treating-seizures-and-
http://www.epilepsy.com/learn/treating-seizures-and-
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Bella’s story is a testament to the modern-day 

miracles that are medical devices. These devices impact 

the lives of literally millions of Americans every day. The 

United States is the largest medical device market in the 

world, constituting 40 percent of worldwide device 

revenue and sales, which amounted to $156 billion in 

2017.8 By 2023, the U.S. medical device market is 

projected to grow to $208 billion in annual sales and 

revenue.9 About 32 million Americans—or about 1 in 

10—have an implanted medical device like Bella.10 

Yet, not everyone who has been prescribed a 

medical device ends up as fortunate as Bella. United 

States Food and Drug Administration (FDA) data reveals 

that more than 80,000 deaths and 1.7 million injuries 

have been linked to medical devices in the past decade.11 

For example, in 2006, Stephen Tower, an orthopedic 

surgeon, required a hip replacement.12 He requested that 

his surgeon provide him a metal-on-metal hip, the ASR 

XL, which is manufactured by Johnson & Johnson.13 

After his hip replacement procedure, Dr. Tower suffered 

a series of complications and was forced to undergo a 
 

 

8 International Trade Administration (ITA), Medical 

Technology Spotlight, SELECT USA (Oct. 20, 2019, 1:56 PM), 

https://www.selectusa.gov/medical-technology-industry- 

united-states. 
9 Id. 
10 Jeanne Lenzer, Can Your Hip Replacement Kill You?, N.Y. 

TIMES (Oct. 20, 2019, 1:59 PM), https://www.nytimes.com/2018 

/01/13/opinion/sunday/can-your-hip-replacement-kill- 

you.html. 
11 Sasha Chavkin, The Implant Files Sparked Reform Around 

the World. Here’s Why We’re Still Reporting., INT’L 

CONSORTIUM OF INVESTIGATIVE JOURNALISTS (Nov. 5, 2020, 

12:30 PM), https://www.icij.org/investigations/implant-files/th 

e-implant-files-sparked-reform-from-around-the-world-heres- 

why-were-still-reporting/. 
12 Lenzer, supra note 10. 
13 Id. 

http://www.selectusa.gov/medical-technology-industry-
http://www.selectusa.gov/medical-technology-industry-
http://www.nytimes.com/2018
http://www.nytimes.com/2018
http://www.icij.org/investigations/implant-files/th
http://www.icij.org/investigations/implant-files/th


[348]  

ATTACK OF THE CLONES 15 TENN. J.L. & POL’Y 344 (2021) 

 

follow-up surgery to remove the ASR XL hip implant.14 

During the implant removal surgery, Dr. Tower’s surgeon 

discovered that his hip was black and appeared to be full 

of dirty oil.15 The ASR XL hip implant had leaked cobalt 

into Dr. Tower’s hip joint, which destroyed his hip 

muscles, tendons, ligaments, as well as injured his heart 

and brain.16 

At the time of Dr. Tower’s hip implant surgery, 

the FDA designated metal-on-metal hips, like the ASR 

XL, as Class II medical devices under the Federal Food, 

Drug, and Cosmetic Act of 1938 (FDCA).17 Class II 

devices receive far less FDA pre-market scrutiny under 

the FDCA’s regulatory scheme than Class III devices.18 

Under FDA’s 510(k) pre-market medical device 

“clearance” process, the vast majority of Class II devices 

make it to market so long as they are “substantially 

equivalent to a predicate device” that FDA has already 

cleared or approved for sale.19 Under the 510(k) process, 

FDA rarely inspects device manufacturing facilities or 
 

 

 

 
 

14 Id. 
15 Id. 
16 Id. 
17 21 U.S.C. §§ 301-399d (2018). 
18 See Metal-on-Metal Hip Implants: The FDA’s Activities, U.S. 

FOOD &  DRUG  ADMIN., https://www.fda.gov/medical- 

devices/metal-metal-hip-implants/metal-metal-hip-implants-  

fdas-activities (last visited Oct. 20, 2019) [hereinafter FDA 

Activities]; Class 2  Device  Recall DEPUY ASR XL 

ACETABULAR CUP SYSTEM, U.S. FOOD & DRUG ADMIN., 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cf 

m?id=96142 (last visited Oct. 20, 2019). 
19 Diana Zuckerman et al., Lack of Publicly Available Scientific 

Evidence on the Safety and Effectiveness of Implanted Medical 

Devices, JAMA INTERN MED. (Oct. 20, 2019, 2:18 PM), 

https://jamanetwork.com/journals/jamainternalmedicine/fulla 

 rticle/1910556.  

http://www.fda.gov/medical-
http://www.fda.gov/medical-
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cf
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requires device manufacturers to conduct clinical trials 

before it clears a device for market distribution.20 

In January 2013, FDA reclassified metal-on-metal 

hips as Class III devices, which required metal-on-metal 

hip implant manufacturers to immediately stop 

marketing their devices.21 The reclassification further 

demanded that such manufacturers submit pre-market 

approval (PMA) applications to FDA before placing their 

metal hip implant devices back on the market.22 The FDA 

PMA process requires a device manufacturer to present 

sufficient valid scientific evidence to the FDA to 

reasonably assure the agency that the device is safe and 

effective for its intended use.23 

Johnson & Johnson recalled the ASR XL metal- 

on-metal hip implant in 2010, but it continued to sell a 

similar metal hip implant, the Pinnacle, until 2013.24 In 

May 2019, Johnson & Johnson agreed to a $1 billion 

settlement to resolve thousands of lawsuits that alleged 

that the company’s Pinnacle metal-on-metal hip implant 

devices were defective.25 More than 6,000 patients filed 

claims against Johnson & Johnson contending that 

defects in their Pinnacle implants left them unable to 

walk and in pain.26 The lawsuits further argued that 
 

 
 

20 Id.; see INST. OF MED., Medical Devices and the Public’s 

Health: The FDA 510(k) Clearance Process at 35 Years (2011) 

[hereinafter IOM]. 
21 FDA Activities, supra note 18. 
22 FDA Activities, supra note 18. 
23 FDA Activities, supra note 18. 
24 Barry Meier, Maker Drops Hip Device, Then Warns of 

Failures, N.Y. TIMES (Mar. 9, 2010), https://www.nytimes.com/ 

2010/03/10/business/10device.html. 
25 Jef Feeley, J&J Pays About $1 Billion to Resolve Pinnacle- 

Hip Suits, BLOOMBERG (Oct. 20, 2019, 2:30 PM), https: 

//www.bloomberg.com/news/articles/2019-05-07/j-j-said-to- 

pay-about-1-billion-to-resolve-pinnacle-hip-suits. 
26 Id. 

http://www.nytimes.com/
http://www.nytimes.com/
http://www.bloomberg.com/news/articles/2019-05-07/j-j-said-to-
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Johnson & Johnson had purposely misled the public 

about the implants’ health risks and durability.27 

Even when the FDA subjects a medical device to 

pre-market clinical trials, the agency sometimes ignores 

the risks those studies detect.28 In 1997, Cyberonics filed 

a pre-market application seeking FDA approval of its 

VNS therapy medical device.29 After completing clinical 

trials, an FDA adviser raised concerns about the high 

death rate associated with the device.30 The FDA 

nonetheless approved VNS for market distribution with 

the condition that Cyberonics conduct post-market safety 

studies on the device.31 FDA also failed to require 

Cyberonics to inform patients about the device’s 

mortality risks.32 

Cyberonics submitted five post-market studies to 

the FDA demonstrating the device was safe.33 The 

company did not, however, submit device-related death 

data to the FDA.34 This is because the FDA did not 

require Cyberonics to count such deaths in its post- 

market studies.35 

In 2006, Cyberonics filed an application that 

sought FDA approval to use the VNS Therapy device to 

treat depression.36 FDA convened an external third party 
 

 

27 Id. 
28 Lenzer, supra note 10. 
29 Id. 
30 Id. 
31 Id. 
32 Id. 
33Id. 
34 Id. 
35 Id. 
36 Gardiner Harris, Device Won Approval Though F.D.A. Staff 

Objected, N.Y. TIMES (Oct. 20, 2019, 2:34 PM), 

https://www.nytimes.com/2006/02/17/politics/device-won- 

approval-though-fda-staff-objected.html; see also Top FDA 

Official Approves Medical Device Despite Lack of Efficacy, 

 UNION OF CONCERNED SCIENTISTS (Oct. 20, 2019, 2:34 PM), 

http://www.nytimes.com/2006/02/17/politics/device-won-
http://www.nytimes.com/2006/02/17/politics/device-won-
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committee to evaluate Cyberonics’ application and that 

committee determined that the device had not proved 

effective in treating depression during clinical trials.37 

During one such trial, Cyberonics implanted the device 

in 235 depressed patients and activated the machines in 

half of them.38 After three months, the two groups were 

equally depressed and the trial had failed.39 

In a second trial, Cyberonics activated the VNS 

devices in all 235 study subjects and determined that 30 

percent showed significant improvement after six or 

more months.40 Without a control group, however, it was 

impossible to determine if the device had actually 

improved depression in patients.41 The external 

committee unanimously recommended that FDA deny 

the Cybertronics application.42 The FDA, however, 

ignored the committee’s recommendation and approved 

the VNS Therapy device to treat depression.43 

The  Cyberonics  and  Johnson  &  Johnson 

controversies are examples of how the FDA enables 

device manufacturers to treat the American public like 

guinea pigs. As John Oliver, the host of the late-night 

comedy show Last Week Tonight put it, “[N]obody wants 

to be treated like a guinea pig unless it means you get 

your own hanging water bottle that you can suck on from 

your bed. Which actually sounds completely delightful . . 

. .”44 

 
 

https://www.ucsusa.org/resources/top-fda-official-approves- 

medical-device-despite-lack-efficacy [hereinafter UCS]. 
37 Id. 
38 Id. 
39 Id. 
40 Id. 
41 Id. 
42 UCS, supra note 36. 
43 Harris, supra note 36. 
44 LastWeekTonight, Medical Devices: Last Week Tonight with 

John Oliver (HBO), YOUTUBE (June 3, 2019), https://www. 

youtube.com/watch?v=-tIdzNlExrw. 

http://www.ucsusa.org/resources/top-fda-official-approves-
http://www.ucsusa.org/resources/top-fda-official-approves-
http://www/
http://www/
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The United States is in the midst of a faulty 

medical device public health crisis. The crisis is directly 

tied to the FDA’s lax regulation of medical devices, the 

agency’s inadequate pre-market approval (PMA) process, 

corporate abuse of the 510(k) pathway, and the FDA’s 

failure to engage in post-market surveillance and 

enforcement that ensures the safety of the medical 

devices that it approves/clears. This paper proposes 

various reforms designed to mitigate these problems. 

This paper proceeds in four parts. Part I discusses 

the current regulatory structure that applies to medical 

devices and provides a history of FDA’s regulatory 

authority before and after the enactment of the Medical 

Device Amendments (MDA) of 1976.45 Part II highlights 

examples of the country’s current medical device public 

health crisis. Part III provides an overview of a number 

of proposals to reform FDA’s oversight of medical devices. 

Part IV concludes with a number of novel 

recommendations that, if adopted, would ensure the FDA 

lives up to its mission to protect and advance the public 

health. 

 

I. FDA’s Current Regulatory Structure for 

Medical Devices 

 
This Part of the paper provides a broad overview 

of FDA’s current regulatory structure applicable to 

medical devices. It begins with a brief history of 

American medical device regulation. It then details the 

FDA’s medical device classification system. This Part 

concludes by examining the FDA’s medical device 

marketing application scheme and evaluating the 

agency’s post-market medical device requirements. 

 

A. Historical Development of Medical of 

Medical Device Regulation 
 
 

45 21 U.S.C. § 360(c)-(k) (2018).  
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i. Pre-1976 

 
Prior to the twentieth century, the federal 

government had no authority to regulate drugs and 

medical devices, and drug and medical device 

manufacturers had no obligation to ensure the safety or 

efficacy of their products.46 The FDA’s oversight of food 

and drugs commenced in 1906 when President Theodore 

Roosevelt signed into law the Pure Food and Drugs Act 

(PFDA).47 The new statute gave the precursor to today’s 

FDA the power to regulate drugs, but not medical 

devices.48 

Specifically, the PFDA criminalized the 

manufacture of “misbranded drugs.”49 The statute 

defined a “misbranded drug” as one bearing false or 

misleading statements regarding its identity, strength, 

quality, purity, or ingredients.50 The Supreme Court 

limited FDA’s regulatory power under the Act by 

construing this provision as not aimed at false curative 

or therapeutic statements.”51 Therefore, manufacturers 

were liable for false claims about a drug’s ingredients but 

not for false statements about its therapeutic effects.52 

 

 

46 Kyle Lennox, Note, Substantially Unequivalent: Reforming 

FDA Regulation of Medical Devices, 2014 U. Ill. L. Rev. 1363, 

1370 (2014). 
47 Pure Food and Drug Act, Pub. L. No. 59-384, 34 Stat. 768 

(1906) (repealed 1938). 
48 Id.; see A History of Medical Device Regulation & Oversight 

in the United States, U.S. FOOD & DRUG ADMIN., 

https://www.fda.gov/medical-devices/overview-device- 

regulation/history-medical-device-regulation-oversight-   

united-states (last visited Oct. 17, 2019). 
49 Pure Food and Drug Act, § 1, 34. Stat. at 768. 
50 Pure Food and Drug Act, § § 7-8, 34. Stat. at 769-70. 
51 See United States v. Johnson, 221 U.S. 488, 497 (1911). 
52 Spenser F. Powell, Changing Our Minds: Reforming the FDA 

Medical Device Reclassification Process, 73 FOOD & DRUG L.J. 

177, 182 (2018). 

https://www.fda.gov/medical-devices/overview-device-regulation/history-medical-device-regulation-oversight-united-states
https://www.fda.gov/medical-devices/overview-device-regulation/history-medical-device-regulation-oversight-united-states
https://www.fda.gov/medical-devices/overview-device-regulation/history-medical-device-regulation-oversight-united-states
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The Elixir Sulfanilamide disaster in the late 

1930s provoked federal legislative reform.53 In 1937, a 

new liquid form of sulfanilamide, a drug that “had been 

used safely for some time in tablet and powder form” in 

treating streptococcal infections, killed more than 100 

people.54 The manufacturer of Elixir Sulfanilamide was 

unaware that one of the chemicals it used to liquify the 

drug was a deadly poison.55 The PFDA did not require 

manufacturers to conduct pre-market pharmacological 

efficacy and safety studies or submit to other pre-market 

approval processes.56 

Congress passed the Food, Drug, and Cosmetic 

Act of 1938 (FDCA) in response to the sulfanilamide 

crisis and in an attempt to address these gaps in the 

PFDA.57 The FDCA was the first federal statute that 

required pre-market drug safety testing.58 The statute 

prohibited drug manufacturers from introducing any 

“new drug” into the market without first submitting an 

application to the FDA containing evidence 

demonstrating that the drug was safe for use.59 The 

FDCA technically granted FDA the authority to regulate 

medical devices but limited that oversight “to ensuring 

that devices were not adulterated or misbranded.”60 

Over the next four decades, medical devices were 

largely unregulated in the United States.61 In 1962, 
 

53 Carol Ballentine, Taste of Raspberries, Taste of Death: The 

1937 Elixir Sulfanilamide Incident, FDA CONSUMER MAG. 

(June 1981), https://www.fda.gov/files/about%20fda/publish 

ed/The-Sulfanilamide-Disaster.pdf. 
54 Id. 
55 Id. 
56 Id. 
57 21 U.S.C. §§ 301–399f (2018). 
58 Id. 
59 21 U.S.C. § 505(a)-(b) (2018). 
60 Burgunda V. Sweet et al., Review of the Processes for FDA 

Oversight of Drugs, Medical Devices, and Combination 

Products, 17 J. MANAGED CARE PHARMACY 40, 40 (2011). 
61 See Powell, supra note 52, at 185.  

http://www.fda.gov/files/about%20fda/publish
http://www.fda.gov/files/about%20fda/publish
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Congress amended the FDCA to permit the FDA to 

regulate certain devices, like contact lenses, by 

classifying them as “drugs.”62 The majority of medical 

devices, however, remained unregulated prior to market 

entry.63 The FDA attempted to supplement this gap with 

service announcements warning the public about unsafe 

medical devices that were on the market.64 Congress 

finally granted FDA regulatory control over medical 

devices by passing the Medical Device Amendments of 

1976 (MDA).65 

 

ii. Post-1976 
 

Much like the FDCA, Congress passed the MDA 

in response to a public health controversy.66 In 1970, A.H. 

Robins Company began marketing the Dalkon Shield.67 

 

62 21 U.S.C. § 301 et seq.; see also United States v. An Article 

of Drug . . . Bacto-Unidisk . . ., 394 U.S. 784, 798 (1969) 

(affirming regulation of devices under the 1962 Amendments 

because Congress intended the term “drug” to have a meaning 

“broader than any strict medical definition”). 
63 James M. Flaherty, Jr., Defending Substantial Equivalence: 

An Argument for the Continuing Validity of the 510(k) 

Premarket Notification Process, 63 FOOD & DRUG L.J. 901, 904 

(2008). 
64 LastWeekTonight, supra note 40 (explaining that “there are 

some [devices] as phony as a $3 bill, like this Zehra applicator, 

for example, which has claimed to cure arthritis with z rays. 

There are no z rays.”). 
65 Medical Device Amendments of 1976, Pub. L. No. 94-295, 90 

Stat. 539 (1976) (hereinafter MDA). 
66 Congressional debate over the MDA focused heavily on the 

harm caused by the Dalkon Shield controversy. See also, e.g., 

S. REP. NO. 94-33, at 1 (1975) (“[M]any of the deaths and much 

of the illness attributed to this device could have been 

prevented if medical device legislation . . . had been in effect 

when the Dalkon shield was developed.”). 
67 Carol Krismann, Dalkon Shield, ENCYCLOPEDIA BRITANNICA, 

https://www.britannica.com/science/Dalkon-Shield (last visite 

d Nov. 10, 2019). 

http://www.britannica.com/science/Dalkon-Shield
http://www.britannica.com/science/Dalkon-Shield
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A contraceptive intrauterine device, the Dalkon Shield 

was purported to be safer than other birth control 

alternatives.68 Yet, the device was responsible for a high 

number of inflammatory pelvic infections, uterine 

perforations, and spontaneous septic abortions, as well as 

at least four deaths.69 

The Dalkon Shield crisis prompted the enactment 

of the MDA, which granted the FDA pre-market 

regulatory authority over medical devices.70 The statute 

defines a “device” as: 

an instrument, apparatus, implement, 

machine, contrivance, implant, in vitro 

reagent, or other similar or related article 

. . . intended for use in the diagnosis of 

disease or other conditions, or in the cure, 

mitigation, treatment, or prevention of 

disease, in man . . . [or] intended to affect 

the structure or any function of the body . . 

. .71 

As discussed below, the MDA created a three-tiered 

classification system for medical devices.72 Furthermore, 

the MDA established two ways that manufacturers can 

seek market approval for a device: the Pre-market 

Approval Process (PMA) and the Pre-market Notification 

Process (commonly known as the 510(k) pathway).73 

Following the MDA, Congress passed the Safe 

Medical Devices Act of 1990 (SMDA).74 Among other 

things, the SMDA extended to the FDA the authority to 
 
 

68 Id. 
69 Id. 
70 21 U.S.C. § 360(c)–(k) (1976). 
71 21 U.S.C. § 321(h) (1976). 
72 Powell, supra note 52, at 184. 
73 See 21 U.S.C. § 360c(a) (1976) (describing the three 

classifications and corresponding levels of review). 
74 Safe Medical Devices Act of 1990, Pub. L. No. 101-629, § 2(a), 

104 Stat. 4511, 4512 (codified as amended in scattered sections 

 of 21 U.S.C.).  
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seek civil penalties, order device recalls, and temporarily 

suspend PMA applications for medical devices.75 

Furthermore, the SMDA requires “device user facilities,” 

like hospitals, and device manufacturers to report to the 

FDA information that suggests that a device has caused 

or contributed to a patient’s death or injury.76 Lastly, 

with regard to the 510(k) pathway, the statute requires 

manufacturers to demonstrate “substantial equivalence” 

to a predicate device, that is, “that a proposed device has 

the same intended use and technological characteristics 

as a device already in the market,” in order to be cleared 

for sale and distribution.77 

In an attempt to better calibrate the balance 

between patient safety and the market demand for 

innovative new products, Congress passed a trio of laws: 

the FDA Modernization Act of 1997 (FDAMA), the 

Medical Device User Fee and Modernization Act of 2002 

(MDUFMA), and the FDA Safety and Innovation Act of 

2012 (FDASIA).78 The FDAMA sought to streamline the 

medical device approval process by exempting most Class 

I devices from the 510(k) pre-market notification 

process.79 The FDAMA also granted the FDA the 

authority to exempt Class II devices from that process 

when it is unnecessary to ensure safety and 

effectiveness.80 

The MDUDMA authorized the FDA to require 

user fees from device manufacturers to fund pre-market 

and post-market review.81 To ensure the timely review of 
 

 
75 Id.; see DAVID G. ADAMS, ET AL., FOOD AND DRUG LAW AND 

REGULATION 554 (3d ed. 2015). 
76 21 U.S.C. § 360i(b)(1)(A)-(B) (2012). 
77 Powell, supra note 52, at 185. 
78 Adams, supra note 75, at 554–55. 
79 21 U.S.C. §§ 301, et seq. (2018). 
80 Id.; Notice: Medical Devices; Exemptions from Premarket 

Notification; Class II Devices, 63 Fed. Reg. 3142, 3143 (Jan. 21, 

1998). 
81 Adams, supra note 75, at 554. 
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pre-market applications, the MDUDMA tied a portion of 

the FDA’s budget to a performance goal requirement for 

the review of those submissions.82 Finally, the FDASIA 

reauthorized the FDA’s authority to collect device 

applicant or “user” fees and permitted the FDA to 

reclassify devices by administrative order rather than by 

regulation.83 

The 2016 21st Century Cures Act (Cures Act) is 

the most recent law that governs the manufacture and 

marketing of medical devices.84 The Cures Act was 

designed to expedite the FDA pre-market approval and 

clearance process.85 It empowered the FDA to permit a 

manufacturer to demonstrate medical device safety and 

effectiveness by the least burdensome appropriate means 

necessary.86 “Necessary” means the minimum required 

information that would support an FDA determination 

that a medical device application provides a reasonable 

assurance of the device’s safety and effectiveness.87 The 

Cures Act also eased regulatory requirements for safety 

and effectives for certain Class I and Class II medical 

devices.88 

 
A. FDA’s Medical Device Classification 

System 

 
The FDA organizes medical devices into three 

classes (e.g., Class I, II, III) based on the safety concerns 

associated with the device and the level of control needed 
 

 
82 Id. 
83 Id. 
84 21st Century Cures Act, U.S. FOOD & DRUG ADMIN., 

https://www.fda.gov/regulatory-information/selected- 

amendments-fdc-act/21st-century-cures-act (last visited Nov. 

10, 2020). 
85 Id. 
86 21 U.S.C. § 360e (2018). 
87 Id. 
88 Id.  

http://www.fda.gov/regulatory-information/selected-
http://www.fda.gov/regulatory-information/selected-
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to provide the FDA with reasonable assurances of 

the device’s safety and effectiveness.89 The following 

subsections of this paper explain the particulars that 

pertain to FDA’s medical device classification system. 

 

i. Class I: General Controls 

 
Class I devices are medical devices that present 

relatively few risks to human health or safety.90 The FDA 

subjects Class I devices to the lowest level of regulatory 

oversight because those devices: (1) are not purported to 

be for use in supporting or sustaining human life or for a 

use that is of substantial importance in preventing 

impairment of human health; and (2) do not present a 

potential, unreasonable risk of illness or injury.91 As a 

result, a manufacturer’s demonstration of compliance 

with FDA general controls is sufficient to reasonably 

assure the agency that the device is safe and effective.92 

General controls are “the basic provisions . . . that 

provide the FDA with the means of regulating devices to 

ensure their safety and effectiveness.”93 They include the 

FDA’s requirements for facility registration, product 

listing, maintenance of records, labeling, and adherence 

to good manufacturing practices (GMPs), among other 

things.94 Examples of Class I devices include elastic 

bandages,  examination  gloves,  and  certain  hand-held 
 

89 21 U.S.C. § 360c(a)(1) (2012); see Powell, supra note 52, at 

186. 
90 Steve Kanovsky et al., The Medical Device Approval Process, 

in A PRACTICAL GUIDE TO FDA’S FOOD AND DRUG LAW AND 

REGULATION 211–13 (Kenneth R. Pina & Wayne L. Pines eds., 

6th ed. 2017). 
91 21 U.S.C. § 360c(a)(1)(A) (2012). 
92 21 C.F.R. § 860.3(c)(1) (2016) (defining Class I devices). 
93 General Controls for Medical Devices, U.S. FOOD & DRUG 

ADMIN., https://www.fda.gov/medical-devices/regulatory-contr 

ols/general-controls-medical-devices#introduction (last visited 

Nov. 10, 2020). 
94 Kanovsky, supra note 90, at 213. 

http://www.fda.gov/medical-devices/regulatory-contr
http://www.fda.gov/medical-devices/regulatory-contr
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surgical instruments.95 The FDAMA exempts Class I 

devices from the FDA’s pre-market notification 

requirements (510(k) pathway), except those “that are 

intended for a use that is of substantial importance in 

preventing the impairment of human health or that 

present an unreasonable risk of injury or illness” such as 

blood bank supplies, cannulas, and cardiovascular 

surgical instruments.96 

 

ii. Class II: Special Controls 

 
Class II devices are medical devices for which 

“general controls alone are insufficient to ensure their 

safety and effectiveness.”97  In addition to general 

controls, therefore, Class II devices are subject to device- 

specific special controls.98 Special controls include, 

among other things, performance standards, pre-market 

data demands, post-market surveillance, special 

labelling requirements, and patient registries.99 Class II 

devices include contact lenses, infusion pumps, powered 

wheelchairs, and computed tomography (CT) scanners.100 

The FDA requires the majority of Class II devices 

to satisfy its 510(k) pre-market notification process.101 

That process requires the manufacturer to notify FDA of 

its intent to market a device that is “substantially 

equivalent” to another device that FDA already has 

cleared or approved for the market.102 The FDA may, 

however, exempt a Class II device from pre-market 
 

95 Id. 
96 Kanovsky, supra note 90, at 214. 
97 Id. 
98 Id. 
99 21 U.S.C. § 360c(a)(1)(B) (2018). 
100 Powell, supra note 52, at 187. 
101 Bonnie Scott, Oversight Overhaul: Eliminating the 

Premarket Review of Medical Devices and Implementing a 

Provider-Centered Postmarket Surveillance Strategy, 66 FOOD 

& DRUG L.J. 377, 378 (2011). 
102 Kanovsky, supra note 90, at 227.  
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notification on its own initiative or in response to a 

petition from a device manufacturer.103 

The FDA relies heavily on 510(k) substantial- 

equivalence review to ensure the safety and effectiveness 

of Class II devices.104 “A study of FDA 510(k) submissions 

from 1996 to 2009 found that more than 80% of the 

510(k)-cleared devices were classified as Class II” 

devices, while only about 10% and 2% were Class I and 

Class III devices, respectively.105 Moreover, the FDA 

clears for marketing approximately 90% of the Class I 

and II 510(k) pre-market notifications that it receives.106 

This is concerning given that critics of the 510(k) process 

contend that it is insufficient to ensure that new medical 

devices are safe and effective for market distribution.107 

 

iii. Class III: Pre- Market Approval 

 
Class III medical devices are devices that present 

the highest potential risk to the public and, therefore, are 

subject to the most stringent regulatory controls.108 In 

addition to general and special controls, Class III devices 

typically must receive pre-market approval by the FDA 

to ensure their safety and effectiveness.109 Class III 

devices are those that are either: (1) intended “for a use 
 

103 Id. 

104 IOM, supra note 20, at 85. 
105 Id. 

106 U.S. GOV’T ACCOUNTABILITY OFF., GAO-09-190, MEDICAL 

DEVICES: FDA SHOULD TAKE STEPS TO ENSURE THAT HIGH- 

RISK DEVICE TYPES ARE APPROVED THROUGH THE MOST 

STRINGENT PREMARKET REVIEW PROCESS (2009). 
107 Powell, supra note 52, at 188; see, e.g., Jonas Zajac Hines et 

al., Left to Their Own Devices: Breakdowns in United States 

Medical Device Premarket Review, 7 Pub. Libr. Sci. Med. 1, 6 

(2010) (arguing that FDA should strengthen premarket device 

review by, inter alia, “insisting on higher scientific standards” 

and “tightening the interpretation of ‘same intended use’”). 
108 21 U.S.C. § 360c(a)(1)(C) (2018). 
109 Kanovsky, supra note 90, at 214-15. 
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in supporting or sustaining human life or for a use which 

is of substantial importance in preventing impairment of 

human health;” or (2) “[present] a potential unreasonable 

risk of illness or injury.”110 Further, medical “[d]evices 

that were not available on the market before the 

enactment of the Medical Device Amendments . . . 

(generally referred to as postamendments devices), are 

automatically classified” as Class III devices, regardless 

of their risks.111 Examples of Class III devices include 

pacemakers, breast and cochlear implants, and certain 

surgical meshes.112 

 
C. Medical Device Marketing Applications 

 
FDA has designated two major ways medical 

devices may enter the market: the Pre-Market Approval 

Process (PMA) or the Pre-Market Notifications Process 

(commonly known as the 510(k) pathway).113 First, the 

PMA is the most stringent type of FDA device marketing 

application.114 The applicant must support its PMA 

application with valid scientific evidence that 

demonstrates the safety and efficacy of the device for its 

intended use.115 Second, device manufactures utilizing 

the 510(k) pathway rely on “substantial equivalence” to 

assure the FDA that its device is safe and effective, which 

is much less stringent than PMA.116 

 

i. Pre- Market Approval Process 
 

 
 

110 21 U.S.C. § 360c(a)(1)(C). 
111Reclassification, U.S. FOOD & DRUG ADMIN., https://www. 

fda.gov/about-fda/cdrh-transparency/reclassification (last vis 

ited Oct. 20, 2019). 
112 Id. 

113 Kanovsky, supra note 90, at 234. 
114 Id. at 235. 
115 Id. 

116 21 U.S.C. § 360(k) (2018); Kanovsky, supra note 90, at 227.  

http://www/
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The PMA is the most stringent type of FDA device 

marketing application.117 PMA applications typically 

include extensive clinical trial results, bench trials, 

laboratory studies, animal studies, and references to all 

standards relevant to a device’s safety and efficacy.118 

PMA applications also “must contain a complete 

description of the device and its components; a detailed 

description of the methods, facilities, and controls used to 

manufacture the device; the proposed labeling and 

advertising literature; and any training materials.”119 

Upon receipt of a PMA application, the FDA 

review process proceeds in four steps: (1) administrative 

review of the application; (2) substantive review of the 

application; (3) advisory committee review of the 

application, where applicable; and (4) FDA’s final 

decision.120 In other words, upon receipt of the PMA, the 

FDA “performs an administrative and limited scientific 

review to determine if the application is ready for 

filing.”121 If the PMA meets those criteria, the FDA moves 

on to conduct a substantive review of the submitted 

clinical data and scientific evidence.122 The FDA attempts 

to complete its substantive review within 180 days.123 

Upon completion of its substantive review, the 

FDA has the discretion to convene a third-party advisory 

committee, which consists of a panel of external 

clinicians,  to  evaluate  the  PMA  application.124  The 
 
 

117 Kanovsky, supra note 90, at 235. 
118 Thomas Reuters Westlaw, FDA Medical Devices 

Regulations Practice Note ¶ 7-613-9907 (2019), (https://www. 

westlaw.com/7-6139907?transitionType=Default&context 

Data=(sc.Default)&VR=3.0&RS=cblt1.0&documentSection=co 

_anchor_a609486) [hereinafter Practice Note]. 
119 Kanovsky, supra note 90, at 235. 
120 Practice Note, supra note 118. 
121 Id. 

122 21 C.F.R. § 814.44 (2019). 
123 Id. 

124 Kanovsky, supra note 90, at 240. 

http://www/
http://www/
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committee must hold a public meeting to review the 

application.125 There are times when FDA decides that a 

device application does not warrant an advisory 

committee review.126 Specifically, FDA foregoes external 

committee review when the agency determines that it (1) 

understands without external evaluation the safety and 

effectiveness issues pertinent to the medical device under 

review and (2) is competent to address those issues.127 

FDA discretion whether to submit a PMA 

application to external committee evaluation is of 

relatively new vintage. The MDA initially required FDA 

to convene an advisory panel to review all new Class III 

devices.128 In 1990, however, Congress amended the 

MDA to give FDA broad discretion regarding PMA 

application referral to an external committee.129 The FDA 

now may make such a referral on its own initiative or 

“upon the request of an applicant unless the [agency] 

finds that the information in the application . . . 

substantially duplicates information which has 

previously been reviewed by a panel.”130 In 2017, the FDA 

issued a guidance document reaffirming that advisory 

panels are unnecessary if the device under review 

presents issues already addressed by a previous panel.131 

 

 

125 21 C.F.R. § 814.44. 
126 Practice Note, supra note 118. 
127 Id. 

128 21 U.S.C. § 360e(c)(3) (“Upon receipt of an application . . . , 

the Secretary shall refer such application to the appropriate 

panel . . . for study and for submission . . . of a report and 

recommendation respecting approval of the application, 

together with all underlying data and the reasons or basis for 

the recommendation.”). 

129 Id. 
130 21 U.S.C. § 360e(c)(3). 
131 Guidance for Industry and FDA Staff: Procedures for 

Meetings of the Medical Devices Advisory Committee, U.S. 

FOOD & DRUG ADMIN. (Sept. 1, 2017), https://www.fda.gov 

 /regulatory-information/search-fda-guidance-  

http://www.fda.gov/
http://www.fda.gov/
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Today, companies routinely include a rationale in 

their device PMA applications as to why a panel review 

is unnecessary.132 If the FDA nonetheless convenes an 

advisory panel, the panel conducts its review and then 

submits a report to the FDA that includes its 

recommendation as to whether the application should be 

approved and the bases for its recommendation.133 The 

FDA is not bound by the committee’s recommendation or 

rationales.134 

If the evaluation of a PMA is favorable, the FDA 

may issue either: (1) an approval order, which approves 

the device for market; or (2) an approvable letter, which 

conditionally approves the device so long as the applicant 

satisfies additional requirements or submits additional 

information.135 If the evaluation is unfavorable, on the 

other hand, the FDA will either deny the application or 

issue a not approvable letter, which details why the 

agency denied the PMA and how the applicant can 

address outstanding issues.136 

Once the FDA approves a PMA, a device 

manufacturer is required to submit a PMA supplement 

application before making any change affecting the 

safety or effectiveness of the device.137 The FDA’s 

regulatory scheme defers to device manufacturers to 

make the initial determination whether a proposed 

change would affect the safety or effectiveness of the 
 
 

documents/procedures-meetings-medical-devices-advisory- 

committee. 
132 PMA Advisory Panels: Do their Votes Matter?, FOOD & DRUG 

LAW INST. (2019), https://www.fdli.org/2019/05/pma-advisory- 

panels-do-their-votes-matter/ (last visited Nov 10, 2019) 

[hereinafter FDLI Report]. 
133 Id. 

134 Kanovsky, supra note 90, at 240. 
135 21 C.F.R. § 814.44(d)-(f); Kanovsky, supra note 90, at 240- 

41. 
136 Kanovsky, supra note 90, at 240-41. 
137 Id. at 243. 

http://www.fdli.org/2019/05/pma-advisory-
http://www.fdli.org/2019/05/pma-advisory-
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device.138 While the FDA has enumerated the types of 

changes that could trigger a PMA supplement, the 

agency does not define what constitutes a change that 

affects safety or effectiveness.139 

PMA supplements typically do not require device 

manufacturers to submit the same, detailed information 

required for initial PMA applications.140 Instead, 

supplement applications are limited to information 

necessary to assure FDA that the proposed device change 

does not compromise the safety or efficacy of the existing 

approved device.141 Device manufacturers are not 

required to submit a PMA supplement if: (1) the change 

does not affect the device’s safety or effectiveness, and (2) 

the change is reported to the FDA in a post-approval 

annual report as a condition of approval of the existing 

device (e.g., an editorial change in labeling).142 

In 1998, the FDA discontinued publication of PMA 

medical device approvals in the Federal Register.143 The 
 
 

138 21 C.F.R. § 814.39(a) (year) (“While the burden for 

determining whether a supplement is required is primarily on 

the PMA holder, changes for which an applicant shall submit 

a PMA supplement include, but are not limited to, the following 

types of changes if they affect the safety or effectiveness of the 

device: (1) New indications for use of the device. (2) Labeling 

changes. (3) The use of a different facility or establishment to 

manufacture, process, or package the device. (4) Changes in 

sterilization procedures. (5) Changes in packaging. (6) Changes 

in the performance or design specifications, circuits, 

components, ingredients, principle of operation, or physical 

layout of the device.”). 

139 Id. 
140 Id. 

141 Id. 

142 PMA Supplements and Amendments, U.S. FOOD & DRUG 

ADMIN. (Oct. 20, 2019, 5:48 PM), https://www.fda.gov/medical- 

devices/premarket-approval-pma/pma-supplements-and-  

amendments#overview. 
143  Center  for  Devices  and  Radiological  Health,  PMA 

 Approvals, U.S. FOOD & DRUG ADMIN. (Oct. 20, 2019, 3:17 PM), 

http://www.fda.gov/medical-
http://www.fda.gov/medical-
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FDA now notifies the public of a PMA or supplement 

approval decision by posting that information on the 

FDA’s Devices Approved website page, along with a 

summary of the safety and effectiveness data upon which 

the agency based those approvals.144 However, the FDA’s 

website fails to include all relevant device safety and 

efficacy information. For example, Cybertronics’ initial 

PMA for its VNS Therapy device, which is discussed 

above, does not contain information on the device’s safety 

and effectiveness.145 Furthermore, out of the first 100 of 
227 PMA supplements Cybertronics filed for this one 

device, only one supplement contained a summary of the 

device’s safety and effectiveness.146 

Because of the amount of information that device 

manufacturers are required to submit to the FDA in PMA 

applications and throughout the review process, it takes 

FDA a significantly longer amount of time to review 

PMAs than it does 510(k) applications.147 FDA’s average 

review time for a 510(k) application is 20 hours while the 

agency spends approximately 1200 hours on a PMA 

review.148 

Furthermore, the PMA process is vastly more 

expensive for manufacturers than the 510(k) process.149 

A 2010 survey of over two hundred medical technology 

companies in the United States found that the cost of 

obtaining PMA approval was nearly $100 million, with 

$75  million  spent  on  FDA-related  activities  (and 
 

 
 

http://www.fda.gov/medical-devices/device-approvals-denials- 

and-clearances/pma-approvals. 
144 Id. 

145 VNS THERAPY SYSTEM PMA, U.S. FOOD & DRUG ADMIN., 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma 

.cfm?id=P970003 (last visited Nov 10, 2019). 
146 Id. (need specific supplement) 
147 Powell, supra note 52, at 188. 
148 See Medtronic, Inc. v. Lohr, 518 U.S. 470, 478–79 (1996). 
149 Powell, supra note 52, at 201. 

http://www.fda.gov/medical-devices/device-approvals-denials-
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma


[368]  

ATTACK OF THE CLONES 15 TENN. J.L. & POL’Y 344 (2021) 

 

excluding any marketing costs).150 The average cost to 

manufacturers to obtain 510(k) clearance was $31 

million, with $24 million spent on FDA-related 

activities.151 In Fiscal Year 2021, the standard fee for a 

PMA is $365,657, in comparison to $12,432 for 510(k) 

clearance.152 As such, device manufactures are strongly 

incentivized to pursue the 510(k) pathway. Given FDA’s 

high rate of 510(k) approvals, device manufacturers, 

historically, have been successful in avoiding PMA.153 

 

ii. 510(k) Pathway 

 
When Congress first created the 510(k) pathway, 

there was only one means by which device manufacturers 

could seek clearance under this avenue.154 In order to 

qualify for the 510(k) pathway, a device had to be deemed 

“substantially equivalent” to another device that FDA 

had already cleared for market.155 The FDA, however, 

developed the “The New 510(k) Paradigm,” which offers 

device manufacturers three alternative approaches for 

seeking 510(k) clearance, to streamline the evaluation of 

510(k)s in 1998.156 

 

 

 

 

150 Id. n.203. 
151 Id. 

152 Center for Devices and Radiological Health, Medical Device 

User Fee Amendments (MDUFA), U.S. FOOD & DRUG ADMIN. 

(Oct. 1, 2020) http://www.fda.gov/industry/fda-user-fee-prog 

rams/medical-device-user-fee-amendments-mdufa. 
153 U.S. GOV’T ACCT. OFF., MEDICAL DEVICES: FDA SHOULD 

TAKE STEPS TO ENSURE THAT HIGH-RISK DEVICE TYPES ARE 

APPROVED THROUGH THE MOST STRINGENT PREMARKET REVIEW 

PROCESS, GAO-09-190, 17 (Jan. 2009), http://www.gao. 

gov/assets/290/284882.pdf. 
154 Kanovsky, supra note 90, at 227. 
155 21 U.S.C. § 360(k); Kanovsky, supra note 90, at 227. 
156 Kanovsky, supra note 90, at 231.  

http://www.fda.gov/industry/fda-user-fee-prog
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Today, a device manufacturer may choose either 

the Traditional157 or Special158 pathway to seek clearance 

for their device under 510(k).159 While not frequently 

used, a device manufacture may also submit an 

Abbreviated 510(k) application.160 If FDA determines 

that the device is not a substantial equivalent, the device 

manufacturer may, among other things, submit a second 

510(k) application with new data or submit a PMA.161 

Lastly, the 510(k) Third Party Review Program allows 

device manufacturers an alternative review process, in 

which accredited Third Party Review Organizations are 

allowed to review certain low-to-moderate risk medical 

devices before they submit the device manufacturer’s 

application to the FDA for a final decision.162 

 
 

157 How to Prepare a Traditional 510(k), U.S. FOOD & DRUG 

ADMIN., https://www.fda.gov/medical-devices/premarket-notifi 

cation-510k/how-prepare-traditional-510k (last visited Oct. 20, 

2019). 
158 How to Prepare A Special 510(k), U.S. FOOD & DRUG ADMIN., 

https://www.fda.gov/medical-devices/premarket-notification- 

510k/how-prepare-special-510k? (last visited Oct. 20, 2019). 
159 510(k) Submission Programs, U.S. FOOD & DRUG ADMIN. 

https://www.fda.gov/medical-devices/premarket-notification- 

510k/510k-submission-programs (last visited Oct. 20, 2019). 
160 How to Prepare an Abbreviated 510(k), U.S. FOOD & DRUG 

ADMIN., https://www.fda.gov/medical-devices/premarket-notifi 

cation-510k/how-prepare-abbreviated-510k (last visited Oct. 

20, 2019); John Speer & Michael Dures, How To Use The 

Abbreviated FDA 510(K) Pathway To Your Advantage, 

GREENLIGHT GURU, https://www.greenlight.guru/blog/how-to- 

use-the-abbreviated-fda-510k-pathway-to-your-advantage  

(last visited Dec. 5, 2019) (“The abbreviated 510(k), which is 

what we're talking about today, is only used about 2% of the 

time. So, a very, very, small number of the overall 510(k)'s are 

brought to the market as an abbreviate 510(k) .......... ). 
161 Kanovsky, supra note 90, at 233; Practical Note, supra note 

118. 
162 510(k) Third Party Review Program, U.S. FOOD & DRUG 

ADMIN.,  http://www.fda.gov/medical-devices/premarket-subm 

http://www.fda.gov/medical-devices/premarket-notifi
http://www.fda.gov/medical-devices/premarket-notifi
http://www.fda.gov/medical-devices/premarket-notification-
http://www.fda.gov/medical-devices/premarket-notification-
http://www.fda.gov/medical-devices/premarket-notification-
http://www.fda.gov/medical-devices/premarket-notification-
http://www.fda.gov/medical-devices/premarket-notifi
http://www.fda.gov/medical-devices/premarket-notifi
http://www.greenlight.guru/blog/how-to-
http://www.greenlight.guru/blog/how-to-
http://www.fda.gov/medical-devices/premarket-subm
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1. Traditional 510(k) 

 
The Traditional 510(k) process requires a 

manufacturer to submit a pre-market notification 

application to FDA and receive agency clearance before it 

can commercially distribute certain new medical devices, 

including most Class II devices.163 The burden is on the 

device manufacturer to show that the new medical device 

is substantially equivalent to a predicate device, that is, 

a device that is already legally marketed.164 Initially, the 

MDA did not define “substantial equivalence,” but the 

statute’s legislative history indicates that the FDA 

should apply the term narrowly where necessary to 

assure the safety and efficacy of the new device.165 A 

House committee report stated: 

 

The Committee believes that the term 

[substantially equivalent] should be 

construed narrowly where necessary to 

assure the safety and effectiveness of a 

device but not so narrowly where 

differences between a new device and a 

marketed device do not relate to safety and 

effectiveness. . . . [D]ifferences between 

new and marketed devices . . . [that] would 

have a bearing on . . . a new device’s safety 

and effectiveness [would dictate that] such 

[new] devices should be automatically 

classified into class III.166 

 

 

 

issions/510k-third-party-review-program (last visited Oct. 20, 

2019) [hereinafter Third Party Review]. 
163 Id. 

164 Kanovsky, supra note 90, at 231. 
165 IOM, supra note 20, at 223. 
166 Id.  
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FDA deems a new device as “substantially 

equivalent” to one or more predicate devices if the device 

has: (1) the same intended use as the predicate and (2) 

has either: (a) the same technological characteristics as 

the predicate or (b) different technological characteristics 

from the predicate that do not raise new questions of 

safety and effectiveness.167 Initially, the FDA required 

device manufacturers to provide proof of the new device’s 

equivalence to an actual pre-MDA device (i.e., one that 

was on the market prior to MDA).168 The FDA now allows 

device manufacturers to rely on post-MDA Class I or II 

devices that are legally marketed or a legally marketed 

Class III device for which FDA has not yet called for a 

PMA application to satisfy its substantial equivalence 

criteria.169 As a result, the predicate device on which a 

manufacturer relies in the 501(k) process no longer needs 

to be a pre-MDA device. It cannot, however, be a device 

that the FDA has recalled from the market or one that a 

court has ruled is misbranded or adulterated.170 

Device manufacturers are required to use the 

Traditional 510(k) process under the following 

circumstances.171 First, unless otherwise exempt, a 

device manufacturer must utilize the Traditional 

pathway if it seeks to introduce a medical device into the 

market for the first time.172 Second, a Traditional 510(k) 

application is required when a manufacturer: (1) makes 

a change to a cleared device that could significantly affect 

the safety or efficacy of the device or (2) makes a major 

modification to the intended use of a previously cleared 
 

 

 

167 Kanovsky, supra note 90, at 227; Practical Note, supra note 

118. 
168 Kanovsky, supra note 90, at 228. 
169 21 U.S.C. § 360c(I)(2); Kanovsky, supra note 90, at 228. 
170 Kanovsky, supra note 90, at 231. 
171 Id. 

172 21 U.S.C. § 360(k); Kanovsky, supra note 90, at 227. 
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device.173 FDA requires the manufacturer to submit its 

Tradition 510(k) notification at least 90 days prior to its 

intended introduction of the device into the market.174 

“Preamendment devices” are exempt from the 

Traditional 510(k) rule.175 A preamendment device is a 

medical device that was legally marketed in the U.S. 

prior to the passage of the MDA and that has not been 

significantly changed or modified since that time and for 

which FDA has not required a PMA application.176 

Preamendment devices are “grandfathered,” and, 

therefore, are not subject to the Traditional 510(k) 

application process.177 

 

2. Special 510(k) Submission 

 
The Special 510(k) pathway is intended to 

facilitate the submission, review, and clearance of a 

proposed change to a manufacturer’s existing device that 

is already approved for market distribution through 

510(k) clearance.178 A device manufacturer may use the 

Special 510(k) option if its proposed changes to the device 

do not affect the device’s intended use or alter its 

fundamental scientific technology.179 If the desired 

changes  do  alter  the  device’s  intended  use  or  its 
 

 

173 21 C.F.R. § 807.81(a)(3)(i-ii); Kanovsky, supra note 90, at 

227. 
174 21 U.S.C. § 360(k). 
175 Premarket Notification 510(k), U.S. FOOD & DRUG ADMIN., 

https://www.fda.gov/medical-devices/premarket- 

submissions/premarket-notification-510k (last visited Oct. 20, 

2019) [hereinafter Premarket Notification]. 
176 Kanovsky, supra note 90, at 232. 
177 Id. 

178 Id. 

179 The Special 510(k) Program, U.S. FOOD & DRUG ADMIN., 

https://www.fda.gov/regulatory-information/search-fda- 

guidance-documents/special-510k-program (last visited Oct. 

 20, 2019) [hereinafter Special 510(k)].  

http://www.fda.gov/medical-devices/premarket-
http://www.fda.gov/medical-devices/premarket-
http://www.fda.gov/regulatory-information/search-fda-
http://www.fda.gov/regulatory-information/search-fda-
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fundamental scientific technology, the manufacturer is 

required to submit a Traditional 510(k) application.180 

The Special 510(k) pathway requires the device 

manufacturer to inform the FDA that the new device 

conforms to the design controls that attended to the 

previously cleared device, but it does not require the 

manufacturer to submit clinical data that ensures that 

the device’s change does not affect its safety or 

effectiveness.181 Design controls require device 

manufacturers to adhere to a set of procedures applicable 

to the design and development of the medical device.182 

These controls aim to ensure that device specifications 

achieve the device’s intended use.183 

According to the FDA, such design control 

procedures produce reliable results and, therefore, can 

form the basis for a substantial equivalence 

determination without compromising the statutory and 

regulatory criteria for substantial equivalence.184 “As 

described by the FDA, ‘a Special 510(k) provides an 

efficient pathway for manufacturers to provide the 

minimum required information necessary to establish 

substantial equivalence for a modified device.’”185 In 

order to incentivize manufacturers to elect the Special 

510(k) pathway, FDA has agreed to review such 

applications within 30 days. 

3. 510(k) Third Party Review Program 
 

 
 

180 Premarket Notification, supra note 175. 
181 Id. 

182 Practical Note, supra note 118. 
183 Id. 

184 Id. 

185 Wilson Sonsini Goodrich & Rosati, FDA Finalizes Guidance 

on Special 510(k) Pathway, JD SUPRA (Sep. 17, 2019), 

https://www.jdsupra.com/legalnews/fda-finalizes-guidance-on- 

special-510-k-32005/ [hereinafter WSGR] (citing How to 

Prepare A Special 510(k), supra note 158). 

http://www.jdsupra.com/legalnews/fda-finalizes-guidance-on-
http://www.jdsupra.com/legalnews/fda-finalizes-guidance-on-
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“The 510(k) Third Party Review Program provides 

medical device manufacturers with a voluntary 

alternative review process.” Specifically, the program 

permits accredited Third Party Review Organizations 

(Third Parties) to review certain low-to-moderate risk 

medical devices in lieu of FDA review.186 FDA maintains 

that this program streamlines the 510(k) process by 

allowing the agency to “focus its resources on higher risk 

devices, while still maintaining oversight of the review of 

lower risk devices….”187 

Under this program, manufacturers may submit 

their 510(k) application directly to an accredited Third 

Party rather than FDA.188 FDA requires Third Parties to 

use the same criteria as the FDA to review 510(k) 

submissions.189 After the Third Party completes its 

review of the device, it sends a packet to the FDA, which 

includes the manufacturer’s original 510(k) submission 

and the Third Party’s recommendation whether the 

device is substantially equivalent to a predicate device.190 

“The FDA makes the final determination on the Third 

Party 510(k) submission.”191 Should the Third Party 

reviewer fail to appropriately apply the criteria 

applicable to a 510(k) submission, the FDA re-reviews all 

or part of the manufacturer’s 510(k) submission.192 

 

D. Post-Market Requirements 

 
After the FDA approves or clears a device for 

market distribution, it has at its disposal a number of 

tools to assure that medical devices remain safe and 
 

 

186 Id. 

187 Id. 

188 Id. 

189 Id. 

190 Id. 

191 Id. 

192 Id.  
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effective.193 First, the FDA may demand that device 

manufacturers conduct post-market studies to collect 

data on the safety and/or effectiveness of approved or 

cleared medical devices.194 Second, the FDA has 

implemented a post-market Medical Device Reporting 

(MDR) system “for identifying, monitoring, and 

capturing adverse events involving medical devices.”195 

Lastly, the FDA is authorized to recall or remove from 

the market medical devices that pose a danger to public 

health.196 

 

i. Post Market Studies 
 

The FDA has the authority to demand that device 

manufacturers conduct two different types of post- 

market studies.197 The FDA requires a manufacturer 

perform the first type, the post-approval study, as a 

condition of PMA approval.198 Because the FDA cannot 

identify all possible problems with a device during its 

PMA review, these studies seek to monitor approved 

devices through post-market clinical studies aimed at 

assessing the long-term safety or effectiveness of a 

device.199 

The FDA requires that a manufacturer conduct 

the second type of post-market study, the Section 522 

Post-market Surveillance Study, once a device is 510(k) 
 

 
 

193 Bill Sutton, Overview of Regulatory Requirements: Medical 

Devices – Transcript, U.S. FOOD & DRUG ADMIN. (Nov. 2011), 

https://www.fda.gov/training-and-continuing-education/cdrh- 

learn/overview-regulatory-requirements-medical-devices- 

transcript. 
194 Id. 

195 Id. 

196 Id. 

197 Id. 

198 Id. 

199 Id. 

http://www.fda.gov/training-and-continuing-education/cdrh-
http://www.fda.gov/training-and-continuing-education/cdrh-
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cleared or PMA approved.200 Section 522 Post-market 

Surveillance Studies are triggered by devices that: (1) are 

“reasonably likely to have a serious adverse health 

consequence;” (2) are “expected to have significant use in 

pediatric populations;” (3) are “intended to be implanted 

in the body for more than 1 year;” or (4) are “life- 

supporting device[s] [intended for] use outside of a user 

facility,” such as hospitals, ambulatory surgical facilities, 

nursing homes, outpatient diagnostic facilities, or 

outpatient treatment facilities.201 

 

ii. Adverse Reporting 

 
The FDA has implemented a post-market Medical 

Device Reporting (MDR) system “for identifying, 

monitoring, and capturing adverse events involving 

medical devices.”202 An adverse event occurs when a 

device “may have caused or contributed to the death [or] 

serious injury” of a patient.203 The FDA requires device 

manufacturers to file a MDR report with the agency 

within 30 days of notice that any device may have caused 

or contributed to a death or serious injury or has 

malfunctioned and would be likely to cause or contribute 

to a death or serious injury if a malfunction were to 

occur.204  FDA  does  not  mandate  medical  device 
 

 
 

200 Id. 

201 Id. 

202 Id. 

203 21 C.F.R. § 803.20(c)(1) (2019) (“Any information, including 

professional, scientific, or medical facts, observations, or 

opinions, may reasonably suggest that a device has caused or 

may have caused or contributed to an MDR reportable event. 

An MDR reportable event is a death, a serious injury, or, if you 

are a manufacturer or importer, a malfunction that would be 

likely to cause or contribute to a death or serious injury if the 

malfunction were to recur.”). 
204 Id.; § 803.56.  
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distributors to report adverse events.205 FDA does 

demand, however, that “device user facilities,” which 

include hospitals, ambulatory surgical facilities, nursing 

homes, outpatient diagnostic facilities, and outpatient 

treatment facilities, file MDR reports with the device 

manufacturer.206 A device user facility must file an MDR 

if it receives information of an adverse event from 

medical personnel who, in the course of their duties, 

became aware of reportable issues with a medical 

device.207 FDA does not require user facilities to report 

device malfunctions directly to the agency but they can 

do so voluntarily.208 

The American Medical Association’s (AMA) Code 

of Medical Ethics requires physicians “to report 

suspected adverse events resulting from the use of a . . . 

medical device.”209 Under the AMA ethics rules, 

physicians have an ethical responsibility to “promptly 

report serious adverse events . . . to the appropriate 

regulatory agency.”210  The FDA, on the other hand, 

 

205 Medical Device Reporting (MDR): How to Report Medical 

Device Problems, U.S. FOOD & DRUG ADMIN., 

https://www.fda.gov/medical-devices/medical-device- 

safety/medical-device-reporting-mdr-how-report-medical- 

device-problems#overview (last visited Oct. 20, 2019). 
206 Kanovsky, supra note 90, at 231. 
207 21 U.S.C. § 360i(b)(1). 
208 21 C.F.R. § 803.20(c)(2) (“If you are a user facility, importer, 

or manufacturer, you do not have to report an adverse event if 

you have information that would lead a person who is qualified 

to make a medical judgment reasonably to conclude that a 

device did not cause or contribute to a death or serious injury, 

or that a malfunction would not be likely to cause or contribute 

to a death or serious injury if it were to recur. Persons qualified 

to make a medical judgment include physicians, nurses, risk 

managers, and biomedical engineers.”). 
209 Code of Medical Ethics Opinion 8.8, AM. MED. ASS’N, 

https://www.ama-assn.org/delivering-care/ethics/required- 

reporting-adverse-events (last visited Nov 30, 2019). 
210 Id. 

http://www.fda.gov/medical-devices/medical-device-
http://www.fda.gov/medical-devices/medical-device-
http://www.ama-assn.org/delivering-care/ethics/required-
http://www.ama-assn.org/delivering-care/ethics/required-
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exempts health professionals from reporting information 

that suggests that a device may have caused or 

contributed to a death or serious injury or has 

malfunctioned.211 

Until recently, the FDA also permitted device 

manufacturers to request an MDR filing exemption 

pursuant to its Alternative Summary Reporting (ASR) 

system.212 Under this program, manufacturers could 

submit quarterly summary reports of adverse events to 

the FDA instead of filing those reports within the 

required 30 days.213 Unlike other MDRs that are publicly 

available in FDA’s Manufacturer and User Facility 

Device Experience (MAUDE) database, the FDA did not 

disclose the events reported under the ASR system to the 

public.214 

Since 2016, manufacturers have reported at least 

1.1 million device-related adverse events under the ASR 

system instead of MAUDE.215 While manufacturers did 

report certain device-related deaths in MAUDE, they 

submitted serious injury and malfunction reports related 

to approximately 100 medical devices exclusively to the 
 

 

 

211 21 U.S.C. § 360i(c)(1) (“Persons exempt. Subsection (a) shall 

not apply to-- (1) any practitioner who is licensed by law to 

prescribe or administer devices intended for use in humans and 

who manufactures or imports devices solely for use in the 

course of his professional practice.”). 
212 Dr. Jeffrey E. Shuren, Statement on Agency’s Efforts to 

Increase Transparency in Medical Device Reporting, U.S. FOOD 

& DRUG ADMIN. (June 21, 2019), https://www.fda.gov/news- 

events/press-announcements/statement-agencys-efforts-  

increase-transparency-medical-device-reporting. 
213 Id. 

214 Christina Jewett, Hidden FDA Reports Detail Harm Caused 

by Scores of Medical Devices, KAISER HEALTH NEWS (Mar. 7, 

2019, 7:10 PM), https://khn.org/news/hidden-fda-database- 

medical-device-injuries-malfunctions/. 
215 Id.  

http://www.fda.gov/news-
http://www.fda.gov/news-
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ASR system.216 A study of more than a decade’s worth of 

MAUDE reports identified more than 1.7 million injuries 

and nearly 83,000 deaths linked to a problematic medical 

devices.217 Given ASR’s anonymity, there is no basis to 

determine the number of injuries or deaths that it 

captured over the years.218 

The FDA recently replaced the ADR system with 

the Voluntary Malfunction Summary Reporting (VMSR) 

Program.219 VMSR reports are publicly available in the 

MAUDE database.220 The FDA also encourages—but 

does not require—device manufacturers to report certain 

device malfunctions in summary form on a quarterly 

basis to VMSR.221 FDA notes, “reports of death or serious 

injury are not allowed to be submitted via the VMSR,” 

however, the agency may still require individual reports 

of device malfunctions.222 

 

iii. Recalls and Removals 
 

The FDA is authorized to recall or remove from the 

market medical devices that pose a danger to public 

health.223 Device manufactures, however, typically 

voluntarily initiate recalls of their own products.224 When 

a device manufacturer learns that a medical device is 

defective and poses a risk to public health, they must take 

one of two steps: initiate corrective action or remove the 
 

216 Ben Hallman, FDA Releases Vast Trove of Hidden Medical 

Device Injury and Malfunction Reports, ICIJ (June 24, 2019), 

https://www.icij.org/investigations/implant-files/fda-releases- 

vast-trove-of-hidden-medical-device-injury-and-malfunction- 

reports/. 
217 Id. 

218 Id. 

219 Shuren, supra note 212. 
220 Id. 

221 Id. 

222 Id. 

223 Kanovsky, supra note 90, at 231. 
224 Id. 

http://www.icij.org/investigations/implant-files/fda-releases-
http://www.icij.org/investigations/implant-files/fda-releases-
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product from the market.225 Corrective actions attempt to 

address problems with a medical device in the place 

where it is used or sold,226 while a removal action ensures 

the product may no longer be used or sold.227 On rare 

occasion, when a device manufacturer fails to voluntarily 

recall a defective product associated with significant 

health problems or death, the FDA issues a recall.228 

Manufacturers are required to report all correction or 

removal actions to the FDA.229 

 

II. The Problem 

 
The manufacturing, distribution, and marketing of 

unsafe or ineffective medical devices is not a new 

phenomenon in the United States.230 Yet, as technology 

advances, device manufacturers are hyper-incentivized 

to market new devices as quickly as possible—and before 

potential competitors—by any means necessary.231 The 
 
 

225 What is a Medical Device Recall? U.S. FOOD & DRUG ADMIN. 

(Sept. 26, 2018), https://www.fda.gov/medical-devices/medical- 

device-recalls/what-medical-device-recall [hereinafter FDA 

Recall]. 
226 Id. 

227 Id. 

228 21 C.F.R. § 810. 
229 FDA Recall, supra note 224. 
230 See The Editorial Board, 80,000 Deaths. 2 Million Injuries. 

It’s Time for a Reckoning on Medical Devices., N.Y. TIMES (May 

4, 2019), https://www.nytimes.com/2019/05/04/opinion/sun 

day/medical-devices.html (“In the past decade, nearly two 

million injuries and more than 80,000 deaths have been linked 

to faulty medical devices, many approved with little to no 

clinical testing….”). 
231 Id. (“It’s not solely those laws that give medical device 

makers influence over regulators. The industry maintains a 

well-oiled revolving door with the F.D.A. – as The Associated 

Press has noted, the last four people to hold [the FDA 

Commissioner] position have gone on to lucrative industry 

 gigs. Device makers also spent more than $300 million 

http://www.fda.gov/medical-devices/medical-
http://www.fda.gov/medical-devices/medical-
http://www.nytimes.com/2019/05/04/opinion/sun
http://www.nytimes.com/2019/05/04/opinion/sun
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following stories illustrate how the FDA’s current 

regulatory system prioritizes innovation over safety, 

empowers device manufacturers to cut corners, and, 

therefore, endangers public health. 

 

A. Case Study: Transvaginal Mesh 

 
In the 1970s, gynecologic and urologic surgeons 

began to utilize surgical mesh to treat abdominal 

hernias.232 In 1996, the FDA cleared Boston Scientific’s 

ProtoGen Sling Device, a Class II transvaginal mesh 

device, via the 510(k) pathway to treat stress urinary 

incontinence.233 Three years later, however, the FDA 

recalled ProtoGen mesh because of a number of 

complications involving the device, including its erosion 

of vaginal tissue.234 The FDA nevertheless allowed device 

manufacturers to use ProtoGen mesh as a predicate 

device to clear subsequent transvaginal mesh devices 

that purported to treat pelvic organ prolapse (POP).235 

POP occurs when the muscles that support the 

pelvic organs, like the uterus and vagina, weaken over 

time and cause the organs to bulge out of the vagina.236 

In recent years, doctors have used transvaginal mesh to 

treat POP.237 Specifically, doctors have implanted 

transvaginal mesh into the vagina to create a “bladder 
 

lobbying Congress in the decade ending in 2017, according to 

the Center for Responsive Politics.”). 
232 Carrie MacMillan, Transvaginal Mesh: What Women 

Should Know, YALE MED.: STORIES (June 19, 2019), 

https://www.yalemedicine.org/stories/transvaginal-mesh/. 
233 Powell, supra note 52, at 178. 
234 Id. 

235 Id. at 178–79. 
236 What to Do About Pelvic Organ Prolapse, HARV. MED. SCH. 

(July 2, 2020), https://www.health.harvard.edu/womens- 

health/what-to-do-about-pelvic-organ-prolapse. 
237 C. Gavin Shepherd, Transvaginal Mesh Litigation: A New 

Opportunity to Resolve Mass Medical Device Failure Claims, 80 

TENN. L. REV. 477, 477–78 (2013). 

http://www.yalemedicine.org/stories/transvaginal-mesh/
http://www.yalemedicine.org/stories/transvaginal-mesh/
http://www.health.harvard.edu/womens-
http://www.health.harvard.edu/womens-
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sling” to help reinforce the weakened vaginal walls and 

reduce the rate of POP.238 

From 2005 to 2011, “[the] FDA received over 4,000 

reports of adverse events attributable to transvaginal 

mesh.”239 These devices caused thousands of women to 

suffer: “Patients reported that bowel, bladder, and blood 

vessel perforation, in addition to transvaginal mesh 

erosion, had led to extreme pain and an overall decrease 

in patient quality of life.”240 Gwyn Madsen, who was 

implanted with a Boston Scientific transvaginal mesh 

device, claimed that the device “felt like a cheese grater 

inside of [her].”241 Disturbingly, researchers have 

identified at least 61 medical devices that the FDA 

cleared for market under the 510(k) pathway on the basis 

of their “substantial equivalence” to the ProteGen mesh 

device.242 Worse yet, none of the manufacturers of those 

61 devices submitted any clinical trial evidence in 
 

238 Id. 

239 Powell, supra note 52, at 179; see Daniel G. Schultz, FDA 

Public Health Notification: Serious Complications Associated 

with Transvaginal Placement of Surgical Mesh in Repair of 

Pelvic Organ Prolapse and Stress Urinary Incontinence, U.S. 

Food & Drug Admin. (Oct. 20, 2008), http://www.amiform 

.com/web/documents-risques-op-coelio-vagi/fda-notification- 

about-vaginal-mesh.pdf; Update on Serious Complications 

Associated with Transvaginal Placement of Surgical Mesh for 

Pelvic Organ Prolapse: FDA Safety Communication, U.S. Food 

& Drug Admin. (July 13, 2011), https://www.burgsimpson. 

com/wp-content/uploads/20 

18/03/FDA-safety-communication-pelvic-mesh.pdf. 
240 Shepherd, supra note 237, at 480. 
241 Scott Pelley, Gynecological Mesh: The Medical Device That 

Has 100,000 Women Suing, CBS NEWS  (Apr. 17, 2019), 

https://www.cbsnews.com/news/boston-scientific- 

gynecological-mesh-the-medical-device-that-has-100000- 

women-suing-2019-04-17/. 
242 Carl J. Heneghan et al., Trials of Transvaginal Mesh 

Devices for Pelvic Organ Prolapse: A Systematic Database 

Review of the U.S. FDA Approval Process, 7 BMJ OPEN (2017), 

 https://bmjopen.bmj.com/content/7/12/e017125.  

http://www.cbsnews.com/news/boston-scientific-
http://www.cbsnews.com/news/boston-scientific-
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support of the safety and efficacy of those devices prior to 

FDA approval.243 

In 2016, the FDA reclassified transvaginal 

medical devices from Class II to Class III devices.244 As 

part of that reclassification, the FDA required 

transvaginal mesh device manufacturers to submit and 

obtain PMA application approval to ensure that their 

devices were safe and effective.245 In response, Boston 

Scientific submitted PMA applications seeking approval 

for two of its transvaginal devices, the Uphold LITE 

Vaginal Support System and the Xenform Soft Tissue 

Repair System.246 In order to allow those mesh devices to 

stay on the market, the FDA demanded that Boston 

Scientific submit evidence demonstrating that the 

devices were more effective at treating POP than a 

surgery to relieve the condition without the use of 

mesh.247 Boston Scientific failed to submit such data and, 
 
 

243 Id. 

244 FDA Strengthens Requirements for Surgical Mesh for the 

Transvaginal Repair of Pelvic Organ Prolapse to Address 

Safety Risks, U.S. FOOD & DRUG ADMIN. (Jan. 4, 2016), 

http://www.fda.gov/news-events/press-announcements/fda- 

strengthens-requirements-surgical-mesh-transvaginal-repair-   

pelvic-organ-prolapse-address-safety. 
245 Id. 

246 FDA Takes Action to Protect Women’s Health, Orders 

Manufacturers of Surgical Mesh Intended for Transvaginal 

Repair of Pelvic Organ Prolapse to Stop Selling All Devices, 

U.S. FOOD & DRUG ADMIN., (Apr. 16, 2019), 

http://www.fda.gov/news-events/press-announcements/fda-  

takes-action-protect-womens-health-orders-manufacturers-  

surgical-mesh-intended-transvaginal  [hereinafter  FDA 

Commissioner Report]. Boston Scientific was one of two device 

manufacturers marketing transvaginal mesh to treat POP. 

Coloplast, the other manufacturer, also failed to demonstrate 

a reasonable assurance of safety and effectiveness for its 

devices. FDA, therefore, ordered Coloplast to stop selling its 

devices. Id. 
247 Id. 

http://www.fda.gov/news-events/press-announcements/fda-
http://www.fda.gov/news-events/press-announcements/fda-
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in 2019, the FDA ordered the manufacturer to stop 

selling the mesh.248 In 2018 alone, Boston Scientific paid 

over $600 million in settlement funds to resolve 

thousands of lawsuits involving the harm caused by its 

transvaginal mesh products.249 

 

B. Case Study II: Implantable Cardioverter- 

defibrillators 

 

Implantable cardioverter-defibrillators (ICDs) are 

small battery-powered medical devices. ICDs are 

implanted under the skin and connected to the heart 

through wire “leads” to keep track of an individual’s heart 

rate.250 If the device detects an abnormal heart rhythm, 

it delivers an electric shock to the heart to restore a 

normal heartbeat.251 

In 1993, the FDA approved Medtronic’s PMA 

application for its Transvene ICD Lead System device.252 

A lead is a special wire that delivers energy from the ICD 

to the heart muscle.253 In 2005, Medtronic submitted a 

 

248 Id. 

249 Boston Scientific Says 50K Mesh Settlements Almost Final, 

LAW360 (Feb. 20, 2019), https://www.law360.com/articles/ 

1130868/boston-scientific-says-50k-mesh-settlements-almost- 

final. 
250 Implantable Cardioverter Defibrillator (ICD), AMER. HEART 

ASS’N, https://www.heart.org/en/health-topics/arrhythmia/pr 

evention--treatment-of-arrhythmia/ 

implantable-cardioverter-defibrillator-icd (last visited Nov 3, 

2019). 
251 Id. 

252 U.S. Food & Drug Admin., Medtronic(R) Transvene Lead 

System PMA, PREMARKET APPROVAL DATABASE (2019), 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma 

.cfm?id=P920015 (last visited Nov 3, 2019). 
253 Pacemaker and ICD Lead Extraction, JOHN HOPKINS MED., 

https://www.hopkinsmedicine.org/heart_vascular_institute/co 

nditions_treatments/treatments/pacemaker_icd_lead_extracti 

 on.html (last visited Nov. 30, 2019).  

http://www.law360.com/articles/
http://www.law360.com/articles/
http://www.heart.org/en/health-topics/arrhythmia/pr
http://www.heart.org/en/health-topics/arrhythmia/pr
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma
http://www.hopkinsmedicine.org/heart_vascular_institute/co
http://www.hopkinsmedicine.org/heart_vascular_institute/co
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PMA supplement to the FDA seeking approval of its 

Medtronic Sprint Fidelis ICD Lead device on the basis of 

the FDA’s earlier approval of the Transvene ICD 

device.254 The FDA approved the Sprint Fidelis ICD Lead 

device for market distribution within three months of 

Medtronic’s request and without any clinical trial data.255 

Over the ensuing three years, practitioners 

implanted 90% of Medtronic’s ICD devices with the 

Sprint Fidelis ICD Lead.256 Medtronic, however, recalled 

the Sprint Fidelis ICD Lead device in October 2007— 

after it had been on the market for 38 months and used 

in 268,000 worldwide implantations—because of its 

propensity to fracture.257 Medtronic cited to five Fidelis 

Lead-related deaths during its device recall and 

explained that fractures in the device’s leads could cause 

an ICD to fail to deliver a lifesaving shock or to even 

shock the heart for no reason.258 In 2010, Medtronic 

agreed to pay $268 million to settle lawsuits involving the 

Fidelis Lead device.259 

 

 

254 Medtronic Sprint Fidelis Leads Models 6949, 6948, 6931, 

6930, U.S. FOOD & DRUG ADMIN. (2019), https://www.access 

data.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P920015S 

032 (last visited Nov. 3, 2019) [hereinafter Fidelis PMA 

Supplement]. 
255 Id.; see William H. Maisel, Semper Fidelis – Consumer 

Protection for Patients with Implanted Medical Devices, 358 

NEW ENG. J. MED. 985, 985–87 (2008). 
256 Id. 

257 Id. 

258 Barry Meier, Medtronic Links 13 Deaths to Faulty Heart 

Device, N.Y. TIMES (Mar. 13, 2009), https://www.nytimes.com/ 

2009/03/14/business/14device.html; see Physician Advisory 

Letter (Oct. 15, 2007), MEDTRONIC, https://www.medtronic. 

com/us-en/healthcare-professionals/products/product- 

performance/sprint-fidelis-physician-10-15-2007.html. 
259Medtronic to Settle Sprint Fidelis Defibrillator Suits, N.Y. 

TIMES (Oct. 14, 2010), https://www.nytimes.com/2010/10/15/ 

business/15device.html. 

http://www.nytimes.com/
http://www.nytimes.com/
http://www.nytimes.com/2010/10/15/
http://www.nytimes.com/2010/10/15/
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One study discovered that, from 1979-2012, FDA 

approved 77 original and 5,829 supplement PMA 

applications for cardiac implantable electronic devices, 

including ICDs.260 It further found that 79% of the 77 

original PMA applications FDA approved during the 

same period were the subject of at least one supplemental 

application.261 Thirty-seven percent of those FDA- 

approved supplements involved a change to the device’s 

design.262 Moreover, in the vast majority of cases, the 

FDA failed to demand any new clinical data related to 

ICD device design changes prior to approval.263 

Specifically, FDA only required new clinical data to 

support the changed device’s safety and effectiveness in 

23% of the supplemental applications it approved from 

2010-2012.264 Much like the role the 510(k) pathway 

played in the transvaginal mesh debacle, the PMA 

supplement pathway permitted FDA to approve and 

deem safe many “change-design” ICDs without any 

production or evaluation of new clinical data.265 

 
III. Proposed Reforms 

 
This Part of the paper highlights a number of 

proposed reforms to FDA’s current regulatory structure 

for medical devices. First, this Part will discuss a number 

of reforms the FDA, and other commentators, have 

proposed regarding the medical device approval and 

clearance  process.  This  Part  then  will  examine 
 
 

260 Benjamin N. Rome, Daniel B. Kramer & Aaron S. 

Kesselheim, FDA Approval of Cardiac Implantable Electronic 

Devices via Original and Supplement Premarket Approval 

Pathways, 1979-2012, 311 JAMA 385–391 (2014) [hereinafter 

Rome]. 
261 Id. at 387. 
262 Id. at 388. 
263 Id. 

264 Id. at 385. 
265 Id. at 389.  
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additional, prevailing proposed reforms to FDA’s medical 

device pre-market review process. 

 
A. Reforming 510(k) Pathway 

 

In November 2018, the FDA released a report 

detailing the improvements it has made to the 510(k) 

program.266 First, the agency implemented a refuse-to- 

accept policy that applies to 510(k) submissions that fail 

to satisfy the agency’s quality threshold for review.267 

Simply stated, if a device manufacturer submits a 510(k) 

application that fails to include one of the requisite items 

for approval consideration, FDA now refuses to accept 

that application for review.268 

Second, FDA issued new guidance concerning the 

Special 510(k) Program in 2019.269 As the agency 

explained, the program had been “limited to review of 

changes that did not affect the device’s intended use nor 

alter the device’s fundamental scientific technology.”270 

The FDA, however, has shifted its focus to assessing 

“whether the method(s) [a manufacturer uses] to 

evaluate the change(s) are well-established, and whether 

the results can be sufficiently reviewed in a summary or 

risk analysis format.”271 Under the new guidance, the 

FDA empowers device manufactures to self-regulate and 

determine if additional testing is necessary to evaluate a 

change that otherwise requires a Traditional 510(k) 
 
 

266 FDA Has Taken Steps to Strengthen The 510(k) Program, 

U.S. FOOD & DRUG ADMIN. (Nov. 2018), https://www.fda.gov/ 

media/118500/download [hereinafter FDA 510(k) Report]. 
267 Id. at 5. 
268 Id. 

269 The Special 510(k) Program – Guidance for Industry and 

Food and Drug Administration Staff, U.S. FOOD & DRUG 

ADMIN. (Sept. 13, 2019), https://www.fda.gov/media/1 

16418/download [hereinafter Special 510(k) Guidance]. 
270 Id. at 5. 
271 Id. at 5–6. 

http://www.fda.gov/
http://www.fda.gov/
http://www.fda.gov/media/1
http://www.fda.gov/media/1
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submission.272 If the manufacturer determines that 

additional testing is not necessary, it must submit to the 

FDA a Special 510(k) application that includes a clear 

rationale supporting that conclusion.273 

Third, the FDA is in the process of eliminating the 

use of the 510(k) pathways for Class III devices.274 The 

FDA reports that it refused to clear any Class III device 

via a 510(k) pathway in Fiscal Year 2018.275 The FDA 

also is in the process of disincentivizing manufacturer 

reliance on a 510(k) cleared device as a predicate for 

510(k) pathway approval of a subsequent device when the 

predicate device has raised safety concerns.276 Since 

1976, the FDA has eliminated the use of 1,758 devices as 

predicates in the 510(k) pathway process.277 The FDA has 

eliminated 1,477 (84%) of those predicates since 2012.278 

There are commentators that view the FDA’s 

510(k) pathway processes as adequate as they currently 

stand.279 James M. Flaherty, for example, has 

characterized the 510(k) pathway as an appropriate 

mechanism for reviewing medium-risk devices because it 

achieves a worthy balance between protecting the public 

health through pre-market review and promoting 

innovation and the timely introduction of new devices 

into the market.280 He also argues that, while the 510(k) 

pathway process is not as rigorous as PMA review, it 

succeeds in ensuring the safety and effectiveness of 

certain medical devices through its use of the substantial 
 

272 Id. at 10. 
273 Id. 

274 FDA 510(k) Report, supra note 266, at 7. 
275 Id. 

276 Id. at 8. 
277 Id. 

278 Id. 

279 James M. Flaherty, Jr., Defending Substantial Equivalence: 

An Argument for the Continuing Validity of the 510(k) 

Premarket Notification Process, 63 FOOD & DRUG L.J. 901, 926– 

27 (2008). 

280 Id.  
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equivalence standard.281 For support, Mr. Hall points to 

an independent study, which evaluated 2005-2009 510(k) 

pathway medical device submissions using FDA recall 

data.282 That study found that: (1) over 99.5% of those 

510(k) submissions did not result in a Class I safety 

recall; (2) over 99.7% did not result in a Class I recall for 

any reason relevant to the 510(k) pre-market system; and 

(3) approximately 55% of all Class I recalls during the 

study’s timeframe involved problems or issues that arose 

after market and, therefore, are not attributable to pre- 

market approval systems or requirements.283 

Other commentators, however, have 

recommended that the FDA eliminate the 510(k) 

pathway.284 At the FDA’s request, for example, the 

Institute of Medicine (IOM) examined the 510(k) process 

and recommended a number of reforms in 2011.285 Among 

other things, the IOM report concluded that FDA should 

eliminate the 510(k) process for at least two reasons.286 

First, the 510(k) process fails to adequately evaluate the 

safety and effectiveness of medical devices because its 

substitutes an independent and objective evaluation of a 

device with the substantial equivalence to predicate 

devices standard.287 Second, the FDA’s finite resources 
 

281 Id. at 926. 
282 Id. 

283 A Delicate Balance: FDA and the Reform of the Medical 

Device Approval Process: Hearing Before the Special Committee 

on Aging, 112th Cong. 81–107 (2011) (statement of Ralph Hall, 

Distinguished Professor, University of Minnesota Law School); 

see also Recalls Background and Definitions, U.S. FOOD & 

DRUG ADMIN., http://www.fda.gov/safety/industry-guidance- 

recalls/recalls-background-and-definitions (last visited Nov 3, 

2019) (“Class I recall: a situation in which there is a reasonable 

probability that the use of or exposure to a violative product 

will cause serious adverse health consequences or death.”).  
284 IOM, supra note 20, at 4. 
285 Id. at 1, 7–8. 
286 Id. at 5–6. 
287 Id. 

http://www.fda.gov/safety/industry-guidance-
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would be better invested in the development of integrated 

pre-market and post-market regulatory frameworks that 

provide a reasonable assurance of safety and 

effectiveness throughout the device’s life cycle rather 

than in the current 501(k) process.288 

 
B. Pre-market Approval Reforms 

 
Critics have proposed a number of solutions aimed 

at addressing the problems that plague the FDA’s 

current pre-market approval process.289 First, they have 

argued that the FDA should completely rewrite its pre- 

market medical device regulations.290 These 

commentators base that conclusion on an independent 

assessment of the FDA process that was conducted 

pursuant to the MDUFA.291 They concede, however, that 

the FDA is highly unlikely to completely rewrite its 

medical device regulations.292 

Second, certain reformers maintain that the FDA 

ought to privatize its pre-market approval processes and 

delegate all pre-market approval determinations to third 

parties reviewers.293 Proponents of this reform argue that 

 

288 IOM, supra note 20, at 8. 
289 Stephanie P. Fekete, Litigating Medical Device Premarket 

Classification Decisions for Small Businesses: Have the Courts 

Given the FDA Too Much Deference? The Case for Taking the 

Focus Off of Efficacy, 65 CATH. U.L. REV. 605, 626 (2016). 
290 Id.; Christa Altenstetter, US Perspectives on the EU Medical 

Devices Approval System, and Lessons Learned from the United 

States, 4 Eur. J. of Risk Reg. 443, 447 (2013). 
291 Fekete, supra 289, at 623, 626; MDUFA II/III Evaluation– 

Priority Recommendations, U.S. FOOD & DRUG ADMIN. (Dec. 11, 

2013), 

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulati 

onandGDeviceR/Overview/MDUFAIII/UCM378202.pdf. 
292 Fekete, supra 289, at 627. 
293 Id. at 628; see also Elizabeth C. Price, Teaching the Elephant 

to Dance: Privatizing the FDA Review Process, 51 FOOD & DRUG 

L.J. 651, 653–54 (1996).  

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulati
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the privatization of pre-market medical device review 

would permit FDA to allocate its finite resources to other 

agency functions while ensuring that devices are safe and 

effective.294 They view the FDA’s current regulatory 

structure for medical devices as “perpetuating the FDA 

monopoly, with its resulting delays, inefficiency, and 

suboptimal allocation of scarce societal resources [and] 

an anachronistic vestige of a big government is better 

government mentality.”295 Under the guise of innovation, 

these reformers seek to inject a healthy dose of 

competition into FDA product review with the aim of 

speeding up the approval and clearance of potentially 

life-saving products.296 However, as discussed below, 

prioritizing speed over patient safety is likely to simply 

exacerbate the current problems with the FDA’s medical 

device regulatory system. 

 

IV. Recommendations 

 

History instructs that it takes major public health 

crises — like the Elixir Sulfanilamide disaster or the 

Dalkon Shield controversy — to provoke Congress to 

allocate additional authority to the FDA to regulate 

medical products.297 The same history teaches that 

medical product manufacturers always push back on 

those regulatory reforms and, unfortunately, the agency 

tends to bend to corporate will by easing regulatory 

reforms over time.298 

As noted above, Congress intended the 510(k) 

pathway to apply to a very narrow group of medical 

devices when it created that pathway as an alternative to 

full PMA review.299 In the name of innovation, however, 
 

294 Id. at 666. 
295 Price, supra note 293, at 652–653. 
296 Id. at 676. 
297 See Ballentine, supra note 53; Krismann, supra note 67. 
298 The Editorial Board, supra note 230. 
299 IOM, supra note 20, at 223. 
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the 510(k) pathway has evolved from a narrow exception 

to PMA review to the general rule that permits the vast 

majority of devices to be marketed without clinical 

trials.300 

The FDA’s ASR adverse event reporting system 

provides another relevant data point.301 In this context, 

the FDA created a reporting system that permitted 

device manufacturers to hide from public disclosure of 

adverse events related to medical devices.302 The FDA 

claims the ASR Program allowed the agency to review 

reports of well-known, well-understood adverse events 

more efficiently and, thereby, focus its resources on 

identifying and taking action on new safety signals and 

less understood risks.303 The ASR system, however, 

shielded at least 1.1 million medical device-related 

adverse incidents from public view.304 While FDA finally 

has discontinued the ASR reporting program, the agency 

continues to refuse to mandate that manufacturers 

report malfunctioning medical devices incidents.305 

It further warrants mention that FDA compliance 

and enforcement actions have plummeted since 

President Donald J. Trump’s inauguration.306 A study 

found that enforcement actions from the FDA Center for 

Devices and Radiological Health, which is responsible for 

regulating medical devices, have dropped by more than 

two-thirds since 2016.307 This is particularly troubling 

given  that  there  have  been  more  than  1.7  million 
 
 

300 Id. 

301 Shuren, supra note 212. 
302 Id. 

303 Id. 

304 Jewett, supra note 214. 
305 Shuren, supra note 212. 
306 Charles Piller, Exclusive: FDA enforcement actions plummet 

under Trump, SCIENCE (Jul. 2, 2019, 8:00 AM), https://www.sci 

encemag.org/news/2019/07/exclusive-fda-enforcement-actions- 

plummet-under-trump. 
307 Id.  
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documented injuries and nearly 83,000 deaths linked to 

a problematic medical devices over the last decade.308 

The bottom line is that we are in the throes of a medical 

device public health crisis. Time after time, Congress and 

the FDA have put the interests of medical device 

manufacturers ahead of those of the American public 

and, by so doing, have abdicated their collective 

responsibility to protect the public health.309 As the 

history of medical product regulation makes clear, it is 

beyond time the American public calls out for meaningful 

reforms. 

 
A. Third Party Review Boards 

 
As explained above, FDA currently allows device 

manufacturers to submit medical device applications to 

an external third party under the 510(k) Third Party 

Review Program.310 The FDA, on the other hand, rarely 

elects to send PMA medical device applications to 

external third parties for review.311 As such, this paper 

advocates that FDA develop and implement an objective 

standard that triggers a third-party review for both 

510(k) and PMA applications—in lieu of the current 

process that simply permits manufacturers to self-select 

and FDA to elect to refuse external review without any 

articulable criteria. 

FDA’s rationale for refusing to require a third- 

party review for most devices is similar to its 510(k)’s 

substantial equivalence theory reasoning and goes as 

follows:312 so long as the FDA believes that it understands 

the issues relating to the safety and effectiveness of a 

predicate device and has developed the ability to address 

 

308 Hallman, supra note 216. 
309 What We Do, U.S. FOOD & DRUG ADMIN., http://www.fda.gov/ 

about-fda/what-we-do (last visited Nov 10, 2019). 
310 Third Party Review, supra note 162. 
311 FDLI Report, supra note 132. 
312 Id. 

http://www.fda.gov/
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those issues, future PMA applications for similar devices 

need not be brought before an external panel.313 Given 

their heighten risk to human health, however, this Paper 

argues that FDA ought to require that new Class II and 

III devices undergo pre-market third-party review 

without exception. Under this proposal, the FDA remains 

free to accept or reject a third-party panel’s 

recommendation regarding a PMA or 510(k) application 

so long as the agency provides a public rationale for that 

decision.314 

As  pointed  out  earlier,  the  FDA  no  longer 

publishes its rationale for accepting or rejecting PMA or 

510(k) device applications in the Federal Register.315 This 

paper, therefore, further recommends that the FDA 

reinstate the requirement that it publish all medical 

device approvals—and their supporting rationales—in 

the Federal Register. Such action will permit the public 

to understand why the FDA approved a medical device 

notwithstanding a third-party panel recommendation to 

keep the product off of the market. This proposed reform 

also will provide device manufacturers the bases for the 

FDA’s decisions on their applications. Should the FDA 

fail to give a thorough description of those bases on an 

application it denies, the affected manufacturer could sue 

the FDA for violating its own regulations under 

traditional principles of administrative law. 

 

B. Adverse Reporting 

 

The FDA’s current definition of an “adverse 

device-related event” that triggers an agency report is 

vague and demands clarification. Current FDA 

regulation requires certain entities to report “any 

information, including professional, scientific, or medical 

facts, observations, or opinions, [that] may reasonably 
 

313 Kanovsky, supra note 90, at 240. 
314 FDLI Report, supra note 132. 
315 Kanovsky, supra note 90, at 240.  



[395]  

TENNESSEE JOURNAL OF LAW AND POLICY 

VOLUME 15 |WINTER 2021 | ISSUE 2 
 

suggest that a device has caused or may have caused or 

contributed to an MDR reportable event.”316 It is unclear, 

however, what constitutes a “reasonable suggestion” 

under the current regulation and it does not appear that 

the FDA has ever held a manufacturer liable for ignoring 

such a suggestion. For example, is the rule triggered 

where one patient who has received an implant reports 

severe post-surgical discomfort to the device 

manufacturer? Or is the rule triggered when a provider 

who uses a medical device routinely in surgery informs a 

device manufacturer or user facility that ten patients 

have reported severe post-surgical discomfort? It is 

difficult to answer these questions with authority under 

the current regulatory scheme. As a result, this Paper 

contends that the FDA should convene health 

professionals to clearly define what constitutes a 

“reasonable suggestion.” For example, if a post-surgical 

patient who has serious complications that appear 

related to the device and the provider has ruled out all 

possible causes is enough to reasonably suggest that an 

issue has arisen with the device, then this could 

constitute a “reasonable suggestion.” 
This paper also recommends that the FDA extend 

mandatory, medical device-related, adverse event 

reporting to all state-licensed medical professionals that 

employ medical devices in their practice. Currently, “any 

practitioner who is licensed by law to prescribe or 

administer devices intended for use in humans and who 

manufactures or imports devices solely for use in the 

course of his professional practice” is exempt from the 

mandatory reporting of medical device-related adverse 

events to the FDA.317 Physicians, physical therapists, 

psychologists, and other health professionals work 

directly with patients. As a result, they are often the first 

to know if a medical device appears to be malfunctioning 

or causing other complications that could lead to an 
 

316 21 C.F.R. § 803.20(c)(1). 
317 21 U.S.C. § 360i(c). 
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adverse event. Congress should amend the FDCA to 

include a mandatory device-related adverse event 

reporting requirement for health professionals consistent 

AMA’s Code of Medical Ethics. 

This new mandatory reporter rule, however, 

ought to reflect the reality that different health 

professionals use different classes of medical devices in 

their respective practices and that those devices present 

varying levels of risks to patients. For example, given the 

low risk that Class I devices pose to human health, there 

is no need for Congress to impose a mandatory reporting 

requirement on health care providers related to that 

categories of devices. Given the heightened risk to human 

health that attend to Class II devices, on the other hand, 

Congress should require mandatory health professional 

reporting related to those products so long as the use of 

said devices constitutes 25% or more of the professional’s 

practice. Finally, because Class III devices pose the 

highest risk to human health, Congress should require 

all health professionals to report any adverse event 

relating to those medical devices to the agency. 
Under current FDA regulations, if a user facility 

or manufacturer receives information from someone who 

is “qualified to make a medical judgment” and that 

individual reasonably concludes that a device did not 

cause or contribute to a death or serious injury, or that a 

malfunction would not be likely to cause or contribute to 

a death or serious injury if it were to recur neither is 

required to report that information to FDA.318 This rule, 

however, ignores the conflict of interest that arises when 

mandatory reporters are permitted to rely on the 

determination of individuals that they choose and, often, 

compensate to determine whether to make a report. This 

paper proposes that FDA amend its regulations to 

eliminate this conflict of interest-riddled loophole and 

require user facilities and device manufacturers to report 

to FDA any suspicion, at a minimum regarding Class III 
 

318 21 U.S.C. § 360i(a).  
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devices, that their medical device has malfunctioned or 

caused or contributed to an adverse event. 

Finally, this paper recommends that FDA 

eliminate the Voluntary Malfunction Summary 

Reporting (VMSR) program. As detailed above, VMSR 

encourages manufacturers to voluntarily report certain 

device malfunctions to the FDA in summary form on a 

quarterly basis.319 While the FDA requires device 

manufacturers to report device-related deaths or serious 

injuries to the agency within 30 days, this program leaves 

it to the manufacturer’s discretion whether to report 

device malfunctions.320 

Device malfunctions serve as a significant 

indication that the device is defective and could harm 

human health. One need not look any further than 

Boston Scientific’s ICDs Lead Device as a recent example. 

As a result, FDA should require device manufacturers to 

submit device malfunction reports to the agency as soon 

as possible to ensure the safety and effectiveness of the 

device. 

 

C. Supplements and Grandfathering 

 

In 2007, Steve Jobs introduced the world to the 

very first iPhone.321 The original iPhone was heralded as 

a technological revolution but it lacked even basic picture 

messaging and video creation capabilities.322 The 

recently-released iPhone 11, by contrast, includes a 

three-camera system with a new ultrawide-angle lens 
 

 
319 Shuren, supra note 212 
320 Id. 

321 Rob Price, The first iPhone went on sale 10 years ago today 

— here’s how Steve Jobs announced it, BUSINESS INSIDER (June 

29, 2017, 5:01 AM), https://www.businessinsider.com/watch- 

steve-jobs-first-iphone-10-years-ago-legendary-keynote- 

macworld-sale-2017-6. 
322 Id. 
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that has the ability to take high quality video.323 The 

iPhone’s video imagining capability provides a simple 

demonstration of how quickly and dramatically 

technology can evolve in just a dozen years. 

FDA’s 510(k) pathway processes, however, 

entirely ignore this reality. As illustrated above, the FDA 

allows device manufacturers to avoid a thorough review 

of new medical devices by relying on predicate devices 

that the FDA cleared for market as far back as 1975 and 

without conducting clinical trials on those new devices.324 

Worse yet, the FDA in no manner restricts the number of 

PMA supplements a device manufacturer is entitled to 

submit that similarly relies on dated device technology so 

long as the manufacturer follows current FDA rules. 

This paper argues that the FDA should it amend 

its rules to preclude device manufacturers from relying 

on predicate devices that are more than 10 years old in 

510(k) and PMA supplement applications. The FDA also 

should require device manufacturers to submit clinical 

data that demonstrates the safety and effectiveness of 

any proposed “major change” to a medical device prior to 

approval. This paper recommends that the FDA defines 

a “major change” as any change in a device that increases 

its danger to human health. 

 

V. Conclusion 

 
Medical devices are modern day miracles that 

continue to impact the lives of millions of Americans. The 

U.S. Food and Drug Administration is responsible for 

protecting the public health by ensuring the safety, 

efficacy, and security of those devices. In the 43 years 

since the enactment of the MDA, a number of national 

 

323 Nilay Patel, Apple iPhone 11 review: the phone most people 

should buy, THE VERGE (Sept. 17, 2019, 6:00 AM), https://w 

ww.theverge.com/2019/9/17/20869456/apple-iphone-11- 

review-camera-price-budget-battery-screen-size-features. 
324 21 U.S.C. § 360(k).  
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public health emergencies have motivated Congress to 

expand the FDA’s authority to regulate medical devices. 

Device manufactures, however, have always decried 

additional regulation and, too often, the FDA has 

succumbed to manufacturer interests. The 510(k) 

pathways, the PMA Supplement pathway, and the ASR 

reporting system are all examples of how the FDA has 

developed expedient, industry-favorable review 

processes at the expense of public health and safety. 

Over the last decade, faulty or flawed medical 

devices have injured 1.7 million and killed nearly 83,000 

people nationwide. The country’s current medical device 

safety crisis is directly tied to the FDA’s regulation of 

those products. The FDA must restore the public trust by 

implementing transparent and effective regulatory 

reforms to address this medical device safety crisis. 

First, the FDA should reinstate the requirement 

that it publish all medical device approvals — and their 

supporting rationales — in the Federal Register. 

Furthermore, in the spirit of ensuring the public that the 

FDA is concerned primarily with patient safety, the FDA 

must extend mandatory, medical device related adverse 

event reporting to state-licensed medical professionals 

that employ certain medical devices in their practice. 

Finally and while the timely introduction of lifesaving 

medical products is admittedly a worthy objective, the 

FDA must amend its rules to preclude device 

manufacturers from relying on predicate devices that are 

more than 10 years old in new device 510(k) and PMA 

supplement applications and require device 

manufacturers to submit clinical data for major changes 

that affect device safety and effectiveness. These reforms 

will become all the more critical as technology advances 

and the pressure to deregulate continues. 
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