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UNITED STATES DISTRICT COURT 
MIDDLE DISTRICT OF FLORIDA 

ORLANDO DIVISION 
 
 
ROBERT DANIEL TAYLOR, 
 
 Plaintiff, 
 
vs. 
 
LEANNE POLHILL, ET AL. 
 
 Defendants. 
______________________________/

 
 
 
CASE NO.:  6:18-cv-00613-GAP-DCI 
 
 
 
 
 
 
 

 
OPPOSITION TO MOTION TO DISMISS 

INTRODUCTION 

Plaintiff Robert Daniel (Dan) Taylor is a former licensed hearing aid specialist.  

Compl. ¶ 62.  Last year, he declined to renew his license because he believes that Florida’s 

licensing statute, which requires anyone who sells hearing aids to obtain a license and to 

perform a mandatory exam using specific procedures, irrationally burdens his business and 

prevents him from providing the best service to his customers.  Id. ¶¶ 3, 74-75.  Because 

the licensing law imposes a condition on the sale of hearing aids that is at odds with federal 

law, Taylor claims the scheme is preempted by federal law.  Id. ¶¶ 75.  This action brings 

suit to vindicate his right to earn a living free of the preempted and irrational Florida 

licensing scheme.  Id. ¶¶ 4-5, 93-94, 102-103, 113.  The Board1 moved to dismiss Taylor’s 

                                                 
1 The individual defendants sued in their official capacity pursuant to Ex parte Young, 209 U.S. 
123 (1908), but are referred to collectively as the “Board.” 
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Complaint under Fed. R. Civ. P. 12(b)(1) on the grounds that he has not suffered an injury 

and his claims are not ripe.  It also argues that various technicalities in the Complaint render 

it insufficient, and that Taylor has failed to state a claim under Fed. R. Civ. P. 12(b)(6).  

For the foregoing reasons, the Board’s arguments fail, and their motion must be denied. 

STANDARD OF REVIEW 

Defendants’ move pursuant to Fed. R. Civ. P. 12(b)(1) (lack of jurisdiction) and 

12(b)(6) (failure to state a claim).  In reviewing such a motion, the Court must accept all 

factual allegations in the Complaint as true and make all inferences in the light most 

favorable to Plaintiff.  See Tellabs, Inc. v. Makor Issues & Rights, Ltd., 551 U.S. 308, 323 

(2007).  At the pleading stage, “general allegations embrace the specific facts that are 

necessary to support the claim.”  Lujan v. Defs. of Wildlife, 504 U.S. 555, 561 (1992). 

A 12(b)(6) motion must be denied so long as the Complaint alleges facts that, if 

true, would “plausibly give rise to an entitlement to relief.”  Ashcroft v. Iqbal, 556 U.S. 

662, 664 (2009).  Dismissal is improper “even if it appears ‘that a recovery is very remote 

and unlikely.’”  Bell Atl. Corp. v. Twombly, 550 U.S. 544, 556 (2007) (citation omitted). 

“[T]he pleadings are construed broadly,” when reviewing a motion to dismiss to determine 

whether there are “enough facts to raise a reasonable expectation that discovery will reveal 

evidence of the necessary elements” of the case. McCray v. Potter, 263 Fed Appx. 771 

(11th Cir. 2008) (citations and quotation omitted). Plaintiff’s Complaint easily withstands 

Defendants’ motion. 
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ARGUMENT 

I 

TAYLOR HAS STANDING AND HIS CLAIMS ARE RIPE 

A plaintiff has established Article III standing if he plausibly alleged an injury in 

fact, traceable to the challenged law or conduct that can be redressed by a favorable 

decision.  Kennedy v. Solano, No. 18-10250, 2018 WL 2411761, at *1 (11th Cir. May 29, 

2018); Lujan, 504 U.S. at 560-61.  Taylor’s Complaint meets this standard.  He alleges that 

he would like to resume his living by selling and fitting hearing aids, but he cannot do so 

without complying with the state’s unconstitutional mandated procedures.  Compl. ¶¶ 81-

86.  This injures him because he must either cease his desired course of conduct, or subject 

himself to potential future fines and penalties.  Id. ¶¶ 45-46, 53.  That injury is attributable 

to the Board, because it is tasked with enforcing the challenged law.  Id. ¶¶ 10-11.  A 

favorable decision would redress his injury because it would allow him to earn a living free 

of the preempted and irrational licensing laws.  Id. ¶¶ 5, 85-86.  Taylor therefore has 

standing to bring his claims. 

A plaintiff need not violate the law and wait for an enforcement against him for his 

claims to be ripe; a claim is ripe where the plaintiff can demonstrate “a realistic danger of 

sustaining direct injury as a result of the statute’s operation or enforcement.” Georgia 

Latino All. for Human Rights v. Governor of Georgia, 691 F.3d 1250 (11th Cir. 2012).  

Taylor’s claims are ripe because he can show that he faces a credible threat of prosecution 

under the challenged laws, as evidenced by the Board’s previous enforcement of the 

licensing law against him.  Compl. ¶¶ 76-80. 
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A. Taylor Has Plausibly Alleged an Article III Injury 

Taylor alleges that he would like to sell hearing aids without utilizing the state’s 

mandatory minimum fitting procedures and equipment and to sell hearing aids through the 

mail, but is prohibited from doing so by the challenged laws.  Id. ¶¶ 74, 82, 84.  Because 

the Board has enforced the licensing statute against him in the past, he alleges that he fears 

prosecution if he violates the law.  Id.  ¶¶ 76, 83, 84.  And because he must choose between 

exercising his constitutional rights and facing potential fines and penalties, Taylor is 

suffering an injury-in-fact.  Babbit v. United Farm Workers Nat’l Union, 442 U.S. 289, 

298-99 (1979) (“[A]n intention to engage in a course of conduct arguably affected with a 

constitutional interest, but proscribed by a statute, and . . . a credible threat of prosecution” 

is an injury-in-fact under Article III). 

The Board argues that Taylor has not suffered an injury because he has already paid 

the fine related to a past enforcement action against him, and is not being prosecuted right 

now.  Def.’s MTD at 4. However, in an action for prospective relief, such as this one, what 

is relevant is that Taylor desires to engage in a course of conduct that realistically threatens 

prosecution. He need not violate an unconstitutional law and wait for the government to 

prosecute before bringing suit. See Susan B. Anthony List v. Driehaus, 134 S. Ct. 2334, 

2343 (2014) (plaintiff could bring suit to enjoin enforcement of false statement statute 

against them in future election cycle); Wooley v. Maynard, 430 U.S. 705, 710 (1977) (A 

plaintiff may seek prospective relief when he “finds himself placed ‘between the Scylla of 

intentionally flouting state law and the Charybdis of forgoing what he believes to be 

constitutionally protected activity.’”); Toomer v. Witsell, 334 U.S. 385, 391-92 (1948).  The 
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threat of future enforcement harms Plaintiff in the present by forcing him to forego the 

exercise of his constitutional rights or risk being prosecuted. 

Thus, Taylor’s injury is not the past enforcement action; instead, it is his inability 

to practice his chosen profession now or in the future without penalty.  He seeks prospective 

declaratory and injunctive relief to establish that he has a right to offer hearing aids for 

sale, in person or by mail, without using the procedures and equipment protocols mandated 

by the state’s licensing scheme.  Compl. ¶ 4-5. The threat of a future enforcement action is 

the injury that causes him to suffer an Article III injury in the present. 

B. Plaintiff’s Claims Are Ripe 

Taylor alleges a realistic fear that he will be prosecuted in the future for violating 

the hearing aid regulations because he has been prosecuted in the past and has been warned 

he is under investigation now. Compl. ¶¶ 76-80, 83. His claims are therefore ripe.  See 

Georgia Latino All. for Human Rights, 691 F.3d 1250 (in pre-enforcement action, claims 

are ripe where Plaintiff demonstrates that application of the challenged law is likely); 

Babbitt, 442 U.S. at 298 (same). 

Although it acknowledges that “Plaintiff was disciplined in October 2017, for 

practicing without a license,” the Board believes the instant action is not ripe because 

Taylor was not specifically disciplined for violating other parts of the statute that he 

challenges, including the ban on selling hearing aids over the internet, or the requirement 

that sellers of hearing aids conduct a pre-sale exam using minimum procedures or 

equipment.  Def.’s MTD at 6-7. 

In the Board’s imagined legal universe, Plaintiff’s case would not be ripe until he 
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was first haled into the state’s administrative tribunal and prosecuted under each and every 

provision he seeks to challenge. That is simply not the law.  “The fact that the statute in 

question has not been applied to plaintiffs does not defeat the existence of a controversy, 

and an anticipatory attack is appropriate where the allegedly unconstitutional statute 

interferes with the way the plaintiff would conduct his affairs.” Am. Booksellers Ass’n, Inc. 

v. McAuliffe, 533 F. Supp. 50, 54-55 (D.C. Ga. 1981) (citation omitted). Taylor need only 

demonstrate a credible threat that the law will be enforced against him and the Board’s 

enforcement history makes it reasonable to assume that the Board is willing to prosecute 

violations of the licensing statute in the future. 

There is no question that Taylor proposes, and claims a right, to engage in a course 

of conduct that would put him in violation of the challenged statutes.  See, e.g., Compl. 

¶¶ 36, 52, 74, 81-86, 93, 102. It is undisputed that violating any of the challenged 

provisions subjects a person to civil and criminal penalties. Id. ¶¶ 45-46. It is a fact that the 

Board has previously sanctioned Taylor for violating its hearing aid regulations and has 

warned him in writing that he is under investigation for further potential prosecution. Id. 

¶¶ 76-80. Because the challenged statutes force him to choose between abandoning his 

livelihood, continuing it under threat of massive civil and criminal penalty, or complying 

with laws he alleges to be unconstitutional, his claims are ripe now. 

C. Plaintiff Has Standing To Pursue Prospective Relief on Behalf of 
Himself, Even if That Relief Also Protects “Others Similarly Situated” 
 
The Board runs with an odd interpretation of one sentence in the Complaint 

requesting declaratory relief on behalf of Taylor “and others similarly situated” to argue 
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that the Court has no jurisdiction over the entire case. Def.’s MTD at 5 (discussing Compl. 

at p. 27 ¶ A). It also finds problematic that “Plaintiff does not specify whether he seeks an 

injunction only as to him or also as to the ‘similarly situated’ others.” Id.  This misconstrues 

the actual relief requested and ignores the fact that a plaintiff who prevails on a facial 

constitutional claim nearly always benefits others beyond himself.2 

Taylor seeks a declaration that the challenged statutes are unconstitutional on their 

face and as applied to him. Compl. at p. 27 ¶ A. If the Court were to find that the statutes 

facially violate the Supremacy or Due Process Clauses, those laws would be unenforceable 

against anyone, including hearing aid sellers similarly situated to Taylor.  But Taylor’s case 

does not purport to be a class action, as Defendants imply. 

Moreover, there is nothing improper about Taylor asking for relief for himself and 

others similarly situated.  It is common practice for courts to issue relief to “similarly 

situated parties” in constitutional cases, even in as-applied challenges, as evidenced by 

many cases from both federal and state courts.  As one federal district court put it, “[c]ourts 

have regularly held that a plaintiff may seek an injunction applicable to all similarly-

situated individuals harmed by the same unconstitutional practice, without the necessity of 

seeking class-action treatment.” Caspar v. Snyder, 77 F. Supp. 3d 616, 642-43 (E.D. Mich. 

2015) (citing cases and awarding injunction as applied to all same sex couples who were 

married on a certain day, drawing “no distinction between those who joined this lawsuit 

and those who did not”). 

                                                 
2 To be clear, Plaintiff’s motion for preliminary injunction (Doc. 51-1) proposes injunctive relief 
only on behalf of “Plaintiff during the pendency of the lawsuit.” 
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Such relief is almost standard for successful as-applied challenges to occupational 

licensing laws, like this one.  See, e.g., Merrifield v. Lockyer, 547 F.3d 978, 992 (9th Cir. 

2008) (holding that license exemption was unconstitutional “to the extent it does ‘not 

include [pest controllers dealing with] mice, rats, or pigeons,’” including the plaintiff); 

Craigmiles v. Giles, 312 F.3d 220, 222-23 (6th Cir. 2002) (affirming district court and 

enjoining state funeral director licensing scheme insofar as it barred plaintiffs and other 

“nonlicensed funeral directors from the retail sale of caskets”); St. Joseph Abbey v. Castille, 

835 F. Supp. 2d 149, 160 (E.D. La. 2011) (same), aff’d, 712 F.3d 215, 227 (5th Cir. 2013). 

The Supreme Court often invalidates laws not just as applied to the plaintiff, but 

also as applied to wider groups of people in similar circumstances.  See, e.g., Graham v. 

Florida, 560 U.S. 48, 82 (2010); Boumediene v. Bush, 553 U.S. 723, 732 (2008); Lawrence 

v. Texas, 539 U.S. 558, 578 (2003).3  Taylor’s glancing request for a declaration that would 

affect “others similarly situated” does not transform his case into a class action, nor does it 

deprive this Court of jurisdiction over his case. 

II 

PLAINTIFF’S COMPLAINT IS NOT DEFICIENT 

The Board argues that Taylor’s Complaint should be dismissed because the pleading 

is insufficient to meet Rule 8’s requirements. It claims that the Complaint is a “shotgun 

pleading” whose various allegations and claims cannot be understood. It also regards the 

                                                 
3 This kind of relief is also not limited to federal jurisprudence.  See Westphal v. City of 
St. Petersburg, 194 So. 3d 311, 318, 327 (Fla. 2016) (statute restricting worker disability benefits 
violated Florida state’s constitution “as applied to [plaintiff] and other similarly situated severely 
injured workers.”). 
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Complaint as insufficient because it contains allegations that the Board believes are 

“conclusory” or speculative.  Def.’s MTD at 9-11. Both arguments miss the mark. 

Dismissal is inappropriate “unless it appears beyond a doubt that the plaintiff can prove no 

set of facts in support of his claims which would entitle him to relief.” Bell v. Florida 

Highway Patrol, 325 Fed. Appx. 758, 760 (11th Cir. 2009) (quoting Ebrahimi v. City of 

Huntsville Bd. of Educ., 114 F.3d 162, 165 (11th Cir. 1997). Moreover, all reasonable 

inferences must be drawn in the light most favorable to Taylor. See Hoffman-Pugh v. 

Ramsay, 312 F.3d 1222, 1225 (11th Cir. 2002). A fair reading of the Complaint 

demonstrates that Plaintiff’s allegations establish an entitlement to relief and that they 

“raise a right to relief above the speculative level” relevant on a 12(b)(6) motion. Twombly, 

550 U.S. at 545.4  

A. Plaintiff’s Form of Pleading Adequately 
Informs the Board of the Claims Against It 
 
The Board claims that Plaintiff’s Complaint is an impermissible shotgun pleading.  

Such improper pleading typically occurs when a plaintiff files a complaint that includes 

numerous claims that do not separately identify their bases, and instead just refer to all 

prior allegations. See, e.g., Ebrahimi, 114 F.3d at 164 (describing a complaint that “offered 

vague and conclusory factual allegations in an effort to support a multiplicity of 

discrimination claims leveled against 15 defendants” as a “prototypical ‘shotgun 

                                                 
4 Even were it true, however, that some of Taylor’s allegations were insufficient, the Court “should 
freely give leave to” amend the Complaint to clarify allegations “when justice so requires.” Fed. 
R. Civ. P. 15(a)(2). A plaintiff should be given an opportunity to amend before dismissal. See 
Bryant v. Dupree, 252 F.3d 1161, 1163 (11th Cir. 2001). 
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complaint’”); Davis v. Coca-Cola Bottling Co. Consol., 516 F.3d 955, 979-80 (11th Cir. 

2008) (describing a complaint with “untold causes of action, all bunched together in one 

count” as “a model ‘shotgun’ pleading”).  This concern only arises when a plaintiff’s 

pleadings leave defendants so in the dark about the scope and basis for the plaintiff’s clams 

that the defendant cannot reasonably respond. Boatman v. Town of Oakland, Fla., 76 F.3d 

341, 343 n.6 (11th Cir. 1996); Sledge v. Goodyear Dunlop Tires N. Am., Ltd., 275 F.3d 

1014, 1018 n.8 (11th Cir. 2001). 

Under these standards, Taylor’s Complaint is more than adequate.  Taylor’s 

Complaint raises only three constitutional claims against the Board, and it separately sets 

out each claim. Compl. ¶¶ 22 (Count I), 24 (Count II), 25 (Count III). 

While the claims do incorporate all prior allegations, this does not alter the fact that 

each claim is separately set out and includes distinct allegations within each claim to 

identify its respective grounds.5 Under “Count I”: “Federal Preemption as to Fla. Stat. 

484.053 & Fla. Stat. 484.0501,” the Complaint asserts that those two statutes, which create 

minimum requirements for anyone to sell a hearing aid in the state of Florida, “are in 

conflict with the [federal Medical Device Act] and related FDA regulations, including 

federal law expressly preempting such conflicting state laws. See 21 U.S.C. 360(k).” Id. 

¶ 92. Under Count II:” “Federal Preemption as to Fla. Stat. 484.054” the Complaint states 

that Section 484.054, which criminalizes selling hearing aids through the mail, is “in 

                                                 
5 Many of the incorporated paragraphs help explain those claims.  For example, paragraphs 34-61 
describe in detail the antiquated practices that Taylor opposes.   
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conflict with the MDA and related FDA regulations.” Id. ¶ 101. 

Finally, “Count III”: “Due Process as to presale requirements imposed by Fla. Stat. 

484.051” plainly states that Section 484.0501 of the Florida Statutes violates “the 

Fourteenth Amendment to the U.S. Constitution [which] protects the right of every 

American to pursue legitimate occupations, subject only to regulations that are rationally 

related to a legitimate governmental purpose.” Id. ¶ 106. Count III further explains that 

Section 484.0501 violates this Due Process protection because “[m]odern technology has 

rendered Florida’s minimum procedures and equipment requirements unnecessary.” Id. 

¶¶ 107-8. 

The Complaint is organized, logically structured, and constrained in scope. See, e.g., 

Martins v. Royal Caribbean Cruises, Ltd., 174 F. Supp. 3d 1345, 1358 (S.D. Fla. 2016). It 

sets out Taylor’s claims and points out the federal law that supports the claims. This is not 

shotgun pleading. Id.; RB Jai Alai, LLC v. Secretary of Fla. Dep’t of Transp., 47 F. Supp. 

3d 1353, 1366 (M.D. Fla. 2014).  In this context, the Board cannot credibly claim that it is 

so confused about Taylor’s Complaint that his claims should be dismissed and he be forced 

to start over. 

B. Plaintiff’s Allegations Are Neither Conclusory Nor Speculative 
 
The Board objects to a relatively small number of Plaintiff’s allegations that it 

deems “conclusory” or “speculative,” but all of those allegations have a sound basis in 

Plaintiff’s experience or information discovered or reasonably inferred from industry 

publications, government reports, or discussions with customers or colleagues that Taylor 

believes will be supported by evidence or expert testimony. 
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For instance, Defendants object to the statement in Paragraph 5 of the Complaint 

that the challenged laws force Taylor to suspend his business. But there is nothing 

speculative about the allegation. Taylor has in fact had to suspend his business—due to a 

cease and desist letter and penalty meted out by the state. See Compl. Attachment A. That 

state of affairs will continue unless the laws are declared unconstitutional. Similarly, the 

Board objects to Taylor’s allegation that the mail order sales ban “has the purpose and 

effect of prohibiting the sale of hearing aid devices in Florida without prior fitting and 

testing by a Florida licensed hearing Aid Specialists.” Compl. ¶ 55, 99. However, Florida’s 

law is a categorical prohibition on mail order sales of hearing aids. As the Complaint 

explains, when combined with other requirements of the challenged regulations, the only 

lawful sales of hearing aids in Florida are those dispensed by a licensed Hearing Aid 

Specialist after a fitting. Likewise, Defendants consider Paragraph 40 conclusory, which 

alleges that the fitting procedures mandated by Fla. Stat. § 484.0501 are in addition to and 

different from FDA regulations. But that allegation comes after five previous allegations 

that clearly lay out the ways in which the state and federal regulations differ. Compl. ¶¶ 34-

39. 

Defendants further object to allegations made on the basis of Taylor’s “information 

and belief.” Yet, for each of these regulations, Taylor has a good-faith reason for believing 

them to be true, even if complete confirmation of the facts must await discovery, or he has 

come to know and believe the facts through his discussions with industry experts or his 

familiarity with industry publications. For instance, the Board objects to Paragraph 31 as 

speculative, but the allegation itself refers to a report by the National Academies of 

Case 6:18-cv-00613-GAP-DCI   Document 83   Filed 07/27/18   Page 12 of 21 PageID 444



13 

Sciences, Engineering, and Medicine as the source of the information that a pre-sale 

medical evaluation “provides no clinically meaningful benefit [to consumers].” Compl. 

¶ 31. The Twombly standard “does not prevent a plaintiff from pleading facts upon 

information and belief where the belief is based on factual information that makes the 

inference of culpability plausible.” Associated Industries Ins. Co., Inc. v. Advanced Mgmt. 

Servs., Inc., No. 12-80393, 2013 WL 1176252, at *3 9 (S.D. Fla. May 20, 2013) (“The 

Court will not dismiss the Complaint because of the use of the term ‘upon information and 

belief’ in approximately 80 of 367 paragraphs.”). Although some of Taylor’s allegations 

are based on second-hand information that he believes to be true, they more than comport 

with Rule 8’s requirements. 

III 
 

TAYLOR HAS ADEQUATELY PLED THAT FLORIDA’S 
HEARING AID LICENSING LAW IS PREEMPTED BY THE MDA 

 
A. Taylor’s Complaint Plainly Alleges a Preemption Claim 

The MDA preempts any law which “is different from, or in addition to” federal 

requirements, and which “relates to the safety or effectiveness of the device.”  See 21 

U.S.C. § 360k(a).  Taylor alleges that Florida’s licensing law is “different from” and “in 

addition to” federal law because it requires anyone engaged in selling hearing aids to 

conduct a pre-sale audiological exam using minimum procedures and equipment, and 

because the statute bans mail order sales—while the MDA does not.  See Compl. ¶¶ 55, 

57, 58, 60, 90-92; 45 Fed. Reg. 67,327 (1980) (FDA document explaining that mandatory 

pre-sale exams are preempted).  He further alleges that the challenged requirements are 
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related to the safety and effectiveness of hearing aids because they are aimed at “protecting 

the public from [the] physical and economic harm,” Fla. Stat. § 484.0401, that would occur 

in the absence of a pre-sale examination.  Compl. ¶ 39, 90; 45 Fed. Reg. 67,327 (FDA 

opinion that pre-sale exams relate to safety and effectiveness of device).  Taylor has 

therefore adequately pled that Florida’s hearing aid licensing law, its mandatory minimum 

procedures and equipment, and its ban on mail order sales, are preempted by the MDA. 

As the FDA has explained, mandatory pre-sale audiological examinations like 

Florida’s are “different from” and “in addition to” federal law because, while the federal 

rules impose various conditions on the sale of hearing aids, they do not require a pre-sale 

exam.  45 Fed. Reg. 67,327.  The FDA has concluded that mandatory pre-sale exams are 

not only preempted, they are “not necessary to provide reasonable assurance of the safety 

or effectiveness of hearing aids,” and “increase[] the cost of” and reduce access to the 

devices.  45 Fed. Reg. 67,329.  Thus, the FDA does not require sellers of hearing aids to 

engage in these practices prior to any sale. 

The Board argues that FDA has affirmed that federal “does not prohibit [state] 

licensure” of hearing aid sellers.  See MTD at 15.  That’s true; under the MDA, states retain 

the authority to license sellers of hearing aids. But to say that some licensing is permitted 

is not an argument that all licensing schemes are consistent with federal law. The FDA has 

clarified that states may not impose licensing schemes that require pre-sale exams or fitting 

procedures as a condition of sale.  45 Fed. Reg. 67,327.  Thus, while a state could license 

some aspect of fitting service when provided, a licensing law that makes a fitting or exam 

a prerequisite to selling a hearing aid is preempted. 
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Courts across the country agree.  In METX, LLC v. Wal-Mart Store Texas, LLC, 62 

F. Supp. 3d 569 (E.D. Tex. 2014), the court held that Texas’s licensing law was preempted 

because it required sellers to perform a pre-sale audiological exam. That case is nearly on 

all fours with Taylor’s action. The court held that such a requirement was “in addition to” 

federal law because it was not one of the conditions of sale required under FDA regulations. 

It held that the requirement related to the safety and effectiveness of the device for the self-

explanatory reason that it was “intended to ensure the purchaser is fitted properly with a 

safe and effective hearing aid.”  See also Missouri Bd. of Exam’rs for Hearing Instrument 

Specialists v. Hearing Help Express, Inc., 447 F.3d 1033, 1036 (8th Cir. 2006); New Jersey 

Guild of Hearing Aid Dispensers v. Long, 384 A.2d 795, 812 (N.J. 1978) (Mandated 

audiological exam was “in addition to” federal regulations because “a dispenser would be 

forced to comply with two variant rules prior to dispensing a hearing aid.”). 

The Board’s attempts to distinguish these cases fail.  For example, the Board argues 

that Missouri Bd. of Exam’rs is inapplicable because the Eighth Circuit distinguished 

between the challenged Missouri statute and Florida’s.  However, the Eighth Circuit 

distinguished between Missouri’s law and a “repealed” version of Florida’s licensing 

statute, which “had no mandatory testing requirement.”  Missouri Bd. of Exam’rs, 447 F.3d 

at 1036-37.  Florida’s current licensing law imposes a mandatory testing requirement, and 

Missouri Bd. of Exam’rs therefore shows exactly why Florida’s law is unconstitutional: it 

contains a mandatory pre-sale exam requirement that is not required by federal law. 

The Board further argues that Missouri Bd. of Exam’rs and MetX are irrelevant to 

Taylor’s challenge to the ban on mail order sales because the laws challenged in those cases 
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required pre-sale exams prior to any mail order sale, while Florida simply bans the practice 

entirely.  But Defendants fail to recognize that this fact makes Florida’s law even more 

restrictive than federal law, and emphasizes why the ban is preempted. 

In sum, Taylor has adequately pled that the challenged laws are preempted by the 

MDA.  Whether the law is actually preempted is a merits question that is inappropriate for 

the court to determine on a motion to dismiss. 

B. Smith v. Pingree is Inapposite 

Defendants argue that Smith v. Pingree, 651 F.2d 1021 (5th Cir. 1981), bars this 

Court from considering Plaintiff’s preemption claim.  But the case has effectively been 

abrogated by subsequent Supreme Court decisions and is in any event distinguishable. 

Nearly 40 years ago, Pingree upheld a portion of Florida’s hearing aid sales 

regulations requiring fittings to occur in a Commission-approved room. The court’s 

analysis hinged on its application of an implied preemption standard.  The court held that, 

under implied preemption, where “Congress has chosen to ‘occupy’ a field, but has not 

undertaken to regulate every aspect of that area, the state maintained an implied reservation 

of power to fill out the scheme.” Id. at 1024.  It ruled, therefore, that the state was free to 

require that fitting occur in Commission-approved rooms because the MDA did not directly 

address hearing aid fitting. Id. 

Subsequent Supreme Court decisions have established that preemption under the 

MDA is express and, therefore, the implied preemption standard used in Pingree is wrong.  

In Riegel v. Medtronic, Inc., 552 U.S. 312, 316 (2008), the Supreme Court held that Section 

360k(a) conveys Congress’ express preemption of state laws regulating the sale of FDA-
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approved medical devices, including hearing aids. It held that, because Congress used clear 

language in the preemption statement, courts need only compare the challenged statute to 

the statutory language, and should not evaluate a statute based on Congress’ intent under 

an implied preemption standard. Id.; Buckman Co. v. Plaintiffs’ Legal Comm., 531 U.S. 

341, 352 (2001) (MDA includes express preemption statement).  This directly contradicts 

this decision in Pingree, which upheld the challenged provision only because it was 

reviewed under an implied preemption standard. 

Following the Supreme Court, several federal courts across the country have 

analyzed state hearing aid regulations and licensing schemes under express preemption 

standards and struck them down.  See, e.g., Missouri Bd. of Exam’rs for Hearing 

Instrument Specialists, 447 F.3d 1033 (MDA expressly preempts state law governing sale 

of hearing aids); METX, 62 F. Supp. 3d at 584 (“the Texas Hearing Aid Statute’s ‘fitting 

and dispensing’ and licensure requirements are expressly preempted”); Commonwealth of 

Mass. v. Hayes, 691 F.2d 57 (1st Cir. 1982) (MDA “expressly preempt[s]” state law 

governing the sale of hearing aids). 

The FDA also agrees that the MDA “expressly preempt[s]” state laws regulating 

hearing aid sales because Section 360k expresses Congress’ “purposes and objectives with 

respect to the preemption of State and local medical device requirements.” 45 Fed. Reg. 

67,327; see also id. (the “test of implied Federal preemption . . . does not apply”). The FDA 

noted that an implied preemption standard would render Congress’ preemption statement 

meaningless, because it would preempt only those laws that directly conflict with the 

MDA, where the statute specifically preempts any laws that are “different from or in 
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addition to” the MDA.  

The Board states that Pingree is binding “unless and until it is overruled or 

undermined to the point of abrogation by the Supreme Court or by this Court sitting en 

banc.” Def.’s MTD at 13 (citing Fields v. Warden, FCC Coleman-USP II, 641 F. App’x 

863, 865 (11th Cir. 2016)).  But Pingree has been undermined to the point of abrogration 

in Riegel, which the Board refuses to acknowledge. 6  The Supreme Court has ruled that 

the MDA expressly preempts state laws, effectively overruling Pingree.7 

D. Plaintiff Has Adequately Stated a Claim Under the Due Process Clause 
 

The Fourteenth Amendment protects the right to earn a living free from irrational 

governmental interference.  Conn v. Gabbert, 526 U.S. 286, 291-92 (1999) (“[T]he liberty 

component of the Fourteenth Amendment’s Due Process Clause includes some generalized 

due process right to choose one’s field of private employment . . . subject to reasonable 

government regulation.”); Bd. of Regents of State Colleges v. Roth, 408 U.S. 564, 572 

(1972) (Fourteenth Amendment protects the right “to engage in any of the common 

occupations of life.”); see also Silverstein v. Gwinnett Hosp. Auth., 861 F.2d 1560, 1566 

(11th Cir. 1988).  Taylor alleges that Florida’s limits on who can sell hearing aids and how 

they are sold are unreasonable and violate due process. Compl. ¶ 4. 

The Board seeks dismissal of Taylor’s claim by improperly arguing the merits on 

their motion to dismiss. The issue on a 12(b)(6) motion is not the merits, but whether there 

                                                 
6 Taylor cited this case in his motion for preliminary injunction (Doc. 51). 
7 In any event, Pingree is also distinguishable because it only concerned the certified room 
requirement and not the other aspects of the hearing aid regulations challenged by Taylor. 
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are “enough facts to raise a reasonable expectation that discovery will reveal evidence of 

the necessary elements” of the case. McCray, 263 Fed. Appx. at 773. Plaintiffs have the 

right to discover and introduce evidence demonstrating that the licensing law lacks any 

actual rational basis.  See United States v. Carolene Prods. Co., 304 U.S. 144, 153 (1938).  

While courts presume the legitimacy of legislation, that presumption can be overcome by 

evidence. Minnesota v. Clover Leaf Creamery Co., 449 U.S. 456, 464 (1981). Indeed, 

district courts have convened full-scale trials to determine whether licensing requirements 

are in fact rationally related to a legitimate governmental interest and plaintiffs have 

prevailed in a number of such cases. See, e.g., Craigmiles, 110 F. Supp. 2d at 664 (E.D. 

Tenn. 2000), aff’d, 312 F.3d 220 (6th Cir. 2002); St. Joseph Abbey, 835 F. Supp. 2d 149, 

aff’d 712 F.3d 215 (5th Cir. 2013). This is true even when the interest put forward by the 

government for a given regulation appears rational on its face. See Weinberger v. 

Wiesenfeld, 420 U.S. 636, 648 n.16 (1975) (“This Court need not in equal protection cases 

accept at face value assertions of legislative purposes when an examination of the 

legislative scheme and its history demonstrates that the asserted purpose could not have 

been a goal of the legislation.”); Keenon v. Conlisk, 507 F.2d 1259, 1261 (7th Cir. 1974) 

(“Bald assertions that the [government’s actions] are reasonable cannot be considered.”). 

To survive a motion to dismiss, plaintiffs need only state a “plausible” claim for 

relief. Iqbal, 556 U.S. at 678.  Taylor has made that claim.  The Board’s assertion that the 

licensing requirement protects public health, safety, and welfare are questions of fact about 

which Taylor should have the opportunity to pursue discovery. The Board’s bare 

statements that the challenged laws satisfy rational basis review cannot defeat Taylor’s 
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plausible and well-pled allegations at the motion to dismiss stage. 

CONCLUSION 

For the above-discussed reasons, Plaintiff respectfully requests that Defendants’ 

Motion to Dismiss be denied. 

DATED:  July 27, 2018. 
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