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Case Summary 

Overview 

HOLDINGS: [1]-The court held there was no evidence of a clear intention on the part of the New Jersey Legislature 

to deviate from the carefully constructed no-fault first-party PIP system of regulated coverage of contained medical 

expenses and return to fault-based suits consisting solely of economic damages claims for medical expenses in 

excess of an elected lesser amount of available PIP coverage; [2]-The Court held that unless the Legislature made 

such an intent clearly known, it would not assume that such a change was intended; [3]-The Court rejected the lower 

appellate court's interpretation of N.J.S.A. § 39:6A-12 and remanded the matters to the trial courts for entry of 

judgments of dismissal as § 39:6A-12 prohibited plaintiffs from admitting evidence of their medical expenses that 
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exceeded their $15,000 PIP limits. 

Outcome 
Judgment of lower appellate court reversed; matters remanded to trial courts for entry of their respective judgments 

of dismissal. 

LexisNexis® Headnotes 

Governments > Legislation > Interpretation 

Insurance Law > ... > No Fault Coverage > Personal Injury Protection > Medical Benefits 

HN1[ ]  Interpretation 

The Supreme Court of New Jersey cannot conclude that there is evidence of a clear intention on the part of the New 

Jersey Legislature to deviate from the carefully constructed no-fault first-party PIP system of regulated coverage of 

contained medical expenses and return to fault-based suits consisting solely of economic damages claims for medical 

expenses in excess of an elected lesser amount of available PIP coverage. Unless the Legislature makes such an 

intent clearly known, the Court will not assume that such a change was intended by the Legislature through its 

amendments to the no-fault system in the Automobile Insurance Cost Reduction Act (AICRA), L. 1998, c. 21. 

Insurance Law > ... > No Fault Coverage > Personal Injury Protection > Medical Benefits 

HN2[ ]  Medical Benefits 

In the opening findings and declarations section of Automobile Insurance Cost Reduction Act (AICRA), L. 1998, c. 

21, it is the New Jersey Legislature's belief that it is good public policy to provide medical benefits on a first party 

basis, without regard to fault, to persons injured in automobile accidents, but in order to keep premium costs down, 

the cost of the benefit must be offset by a reduction in the cost of other coverages, most notably a restriction on the 

right of persons who have non-permanent or non-serious injuries to sue for pain and suffering. N.J.S.A. § 39:6A-

1.1(b) (1998). 

Governments > Legislation > Interpretation 

HN3[ ]  Interpretation 

A court should not resort to extrinsic interpretative aids when the statutory language is clear and unambiguous, and 

susceptible to only one interpretation. 
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Insurance Law > ... > No Fault Coverage > Personal Injury Protection > Medical Benefits 

HN4[ ]  Medical Benefits 

N.J.S.A. § 39:6A-8(a) limits an injured-insured party from recovering for noneconomic loss unless that person has 

sustained a bodily injury which results in death; dismemberment; significant disfigurement or significant scarring; 

displaced fractures; loss of a fetus; or a permanent injury within a reasonable degree of medical probability, other 

than scarring or disfigurement. 

 

Governments > Legislation > Interpretation 

HN5[ ]  Interpretation 

If there is ambiguity in the statutory language that leads to more than one plausible interpretation, the court may turn 

to extrinsic evidence. 

 

Governments > Legislation > Interpretation 

Governments > State & Territorial Governments > Legislatures 

HN6[ ]  Interpretation 

The New Jersey Supreme Court's search is for legislative intent. When interpreting a statute, the Court's overriding 

goal must be to determine the Legislature's intent. 

 

Governments > Legislation > Interpretation 

Governments > State & Territorial Governments > Legislatures 

HN7[ ]  Interpretation 

As the New Jersey Supreme Court has noted in Roig v. Kelsey, legislative intent controls because statutes are to be 

read sensibly rather than literally and the controlling legislative intent is to be presumed as consonant to reason and 

good discretion. When discerning that legislative intent the court considers not only the particular statute in question, 

but also the entire legislative scheme of which it is a part. 

 

Insurance Law > Types of Insurance > Motor Vehicle Insurance > Liability Limitations 

Insurance Law > ... > No Fault Coverage > Personal Injury Protection > Medical Benefits 

HN8[ ]  Liability Limitations 

The New Jersey Supreme Court's last opportunity to discuss the limits of medical expense recovery under New 
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Jersey's no-fault insurance system occurred in Roig, and, there, the Court has determined that a plaintiff could not 

recover out-of-pocket costs for PIP deductibles and co-payments in a negligence suit. In coming to that conclusion, 

the Court recognizes that the history of the no-fault statute was a series of trade-offs. At its inception, drivers received 

payment of medical expenses, regardless of fault, in exchange for either a limitation on or the elimination of 

conventional tort-based personal-injury lawsuits. Subsequently, the New Jersey Legislature has introduced the option 

for PIP deductibles -- another trade-off reducing the cost of automobile insurance by shifting some of the rising 

medical-expense costs to alternative forms of health insurance. In that same amendment, the Legislature has added 

a Tort Limitation Option where once again, motorists were presented with another trade-off option: lower premiums 

in exchange for increased tort thresholds. 

 

Governments > Legislation > Interpretation 

Governments > State & Territorial Governments > Legislatures 

HN9[ ]  Interpretation 

As in Roig, the New Jersey Supreme Court's interpretative task must be guided by the principle that legislative intent 

controls and the court must read statutes sensibly with the controlling legislative intent  to be presumed as consonant 

to reason and good discretion. In addition to the provision in question, the court also considers the overall legislative 

scheme. 

Syllabus 

 

 

This syllabus is not part of the opinion of the Court. It has been prepared by the Office of the Clerk for the convenience 

of the reader. It has been neither reviewed nor approved by the Court. In the interest of brevity, portions of an opinion 

may not have been summarized. 

Joshua Haines v. Jacob W. Taft (A-13/14-17) (079600) 

Argued October 22, 2018 -- Decided March 26, 2019 

LaVECCHIA, J., writing for the Court. 

In this consolidated appeal, the Court considers one question of law: Did the Legislature intend to deviate from its 

highly regulated no-fault system of first-party self-insurance to cover medical expenses arising from automobile 

accidents when it amended the statutory scheme to allow an insured to elect smaller amounts of personal injury 

protection (PIP) under a standard policy? 

Each plaintiff in this appeal was injured in a car accident. Each was insured under a standard policy with insurance 

that provided for $15,000 in PIP coverage instead of the default amount of $250,000. Neither plaintiff was able to 

sustain a claim for bodily injury (noneconomic loss) due to each policy's limitation-on-lawsuit [*2]  option. Each was 

suing for outstanding medical provider charges in excess of their elected PIP coverage ($28,000 and $10,000, 

respectively). 

Each plaintiff filed a personal injury claim, and each defendant moved to preclude plaintiff from presenting evidence 

of medical expenses that exceeded their $15,000 PIP limits. Defendants relied on N.J.S.A. 39:6A-12 (Section 12), 
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which addresses the inadmissibility of evidence of losses collectible under personal injury protection, and Roig v. 

Kelsey, 135 N.J. 500, 641 A.2d 248 (1994). In Roig, the Court held that the public policies underlying the no-fault 

system required that Section 12 be construed to prohibit injured parties from recovering medical deductibles and 

copayments from a tortfeasor. 135 N.J. at 513, 515, 641 A.2d 248. 

In opposition to the motion, plaintiff Joshua Haines maintained that medical bills exceeding PIP coverage constitute 

"economic loss" as that term presently is defined in N.J.S.A. 39:6A-2(k) and that evidence of such medical bills should 

thus be admissible. Similarly, plaintiff Tuwona Little distinguished the present case from Roig, stating that, in 

amending the definition of economic loss to include "medical expenses" after Roig, the Legislature "clearly evinced 

its intention to allow recovery [in tort] for medical expenses." 

The trial courts ruled against [*3]  plaintiffs in each matter and prohibited plaintiffs from admitting evidence of their 

medical expenses that exceeded their $15,000 PIP limits. The Appellate Division consolidated the cases on appeal, 

and, in a published opinion, reversed both trial court orders. 450 N.J. Super. 295, 309-10, 162 A.3d 296 (App. Div. 

2017). The Court granted defendants' petitions for certification. 231 N.J. 179, 173 A.3d 598 (2017); 231 N.J. 155, 172 

A.3d 1090 (2017). 

HELD: The Court cannot conclude that there is evidence of a clear intention on the part of the Legislature to deviate 

from the carefully constructed no-fault first-party PIP system of regulated coverage of contained medical expenses 

and return to fault-based suits consisting solely of economic damages claims for medical expenses in excess of an 

elected lesser amount of available PIP coverage. Unless the Legislature makes such an intent clearly known, the 

Court will not assume that such a change was intended by the Legislature through its amendments to the no-fault 

system in the Automobile Insurance Cost Reduction Act. 

1. Section 12 addresses evidence that is admissible or not in a claim for bodily injury. Despite the provision's narrow

focus on evidentiary matters in trials for noneconomic losses, plaintiffs construe the third paragraph's language -- 

"Nothing in this section [*4]  shall be construed to limit the right of recovery, against the tortfeasor, of uncompensated 

economic loss sustained by the injured party" -- in concert with the present definition of "economic loss" in N.J.S.A. 

39:6A-2(k), to give rise to a stand-alone right to pursue a third-party liability claim against a tortfeasor exclusively for 

uncompensated economic loss of medical benefits not covered due to having a lesser amount of PIP coverage. 

Section 12 does not unmistakably compel plaintiffs' interpretation. Indeed, one can envision an equally plausible 

construction that such uncompensated economic losses may be recovered from the tortfeasor within the context of a 

viable suit for bodily injury. In light of the ambiguity within Section 12 and due to the consequences that would flow 

from interpreting that section in line with plaintiffs' construction and as the appellate panel did, the Court examines 

the question in light of the historical development of New Jersey's no-fault law. (pp. 11-17) 

2. The history of no-fault insurance is one of changing priorities, shifting from full coverage to cost containment. The

Court summarizes the law's historical evolution. (pp. 18-23) 

3. Against that backdrop came the most recent amendments [*5]  to the insurance law provisions that are at the heart

of the instant case, accomplished through the Automobile Insurance Cost Reduction Act (AICRA). L. 1998, c. 21. The 

Legislature declared in AICRA's opening section that its goals were "to preserve the no-fault system, while at the 

same time reducing unnecessary costs which drive premiums higher." N.J.S.A. 39:6A-1.1(b) (1998). AICRA changed 

the arbitration process used for benefit disputes, established bases for determining whether treatments and diagnostic 

tests are medically necessary, revised the threshold for suits for noneconomic loss, and created insurance options 

with decreased coverage in exchange for lower premiums. Some provisions indicate that the Legislature was 

concerned that people might be subject to the lower PIP coverage limits without making the conscious decision to do 

so -- a concern that would seem overblown if a private cause of action remained to recover any medical costs above 

the selected PIP ceiling. (pp. 23-26) 
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4. AICRA's regulatory scheme ensured that benefits were paid according to their medical necessity, keeping 

premiums at a manageable level, while preventing such claims from inundating the court system. AICRA also 

established [*6]  new procedures and assigned considerable resources to combat fraud in the delivery of medical 

benefits. (pp. 26-27) 

5. AICRA's legislative history demonstrates that there was a legislative awareness of the possibility of creating a gap 

in medical coverage should PIP coverage be lowered, which presumes the absence of other forms of reimbursement, 

such as suits in tort, to fill that gap. (pp. 28-29) 

6. Interpreting Section 12 to allow the admission of evidence of medical expenses falling between the insured's PIP 

policy limit and the presumptive PIP amount of $250,000 transgresses the overall legislative design of the No-Fault 

Law to "reduc[e] court congestion[,] . . . lower[] the cost of automobile insurance[,]" and most importantly, avoid fault-

based suits in a no-fault system, as acknowledged in Roig. 135 N.J. at 516, 641 A.2d 248. Efforts to subject medical 

costs to careful review and control through AICRA's extensive regulatory programs and, to a lesser degree, its fraud 

prevention methods, would be undercut by the ability of a third party to sue for medical expenses above their PIP 

policy coverage limit but below the presumptive amount of $250,000. Those suits would commandeer the judicial 

resources that the arbitration system [*7]  was enacted to preserve. The result of plaintiffs' reading of AICRA could 

allow the unintended -- and, one could assert, absurd -- consequence whereby someone who chooses a lower PIP 

coverage option could receive a higher overall reimbursement. The Court cannot envision that the Legislature 

countenanced such results. Under the No-Fault Law, the ability to sue is the exception, not the rule. The Legislature 

has determined that the benefits of creating limited but automatic medical reimbursement for injured motor-vehicle-

accident victims outweigh the ability of a minority of injured parties to recover larger amounts in tort. (pp. 30-33) 

7. Accordingly, the Court concludes that the Appellate Division judgment must be reversed. The interpretation given 

to Section 12 by the panel must, in the Court's view, abide a time when the Legislature has more clearly indicated its 

intention. Without greater clarity of statutory language, any other reading of AICRA results in too large of a shift from 

the historical priorities and purposes of the statute. (pp. 33-34) 

The judgment of the Appellate Division is REVERSED and the matters are REMANDED to the trial courts for 

entry of their respective judgments of dismissal [*8] . 

JUSTICE ALBIN, dissenting, expresses the view that N.J.S.A. 39:6A-12 is intended to prevent a double recovery of 

damages, not to deny an automobile accident victim a just recovery of damages, and that the majority's interpretation 

is at odds with the plain wording of N.J.S.A. 39:6A-12, the legislative history of the No Fault Act, and public policy. 

Justice Albin expresses concern that the Court's opinion will have a catastrophic impact on the right of low-income 

automobile accident victims to recover their medical costs from the wrongdoers who cause their injuries and stresses 

that the Legislature can make clear that today's decision is not what it meant or ever envisioned. 

Counsel: Michael J. Marone argued the cause for appellants Jacob W. Taft, Bonnie L. Taft, and Jayne Nishimura 

(McElroy, Deutsch, Mulvaney & Carpenter, attorneys; Michael J. Marone, of counsel and on the briefs, and Eric G. 

Siegel, on the briefs). 

Vincent A. Campo argued the cause for respondent Joshua Haines (Malamut & Associates, attorneys; Vincent A. 

Campo, on the brief). 

Jeffrey M. Thiel argued the cause for respondent Tuwona Little (Petrillo & Goldberg, attorneys; Jeffrey M. Thiel, on 

the brief). 

Susan Stryker argued the cause for amici curiae Insurance [*9]  Council of New Jersey and The Property Casualty 

Insurers Association of America (Bressler, Amery & Ross, attorneys; Susan Stryker, of counsel and on the brief). 
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Stephen J. Foley, Jr., argued the cause for amicus curiae New Jersey Defense Association (Campbell, Foley, 

Delano & Adams, attorneys; Stephen J. Foley, Jr., on the brief). 

Kenneth G. Andres, Jr., argued the cause for amicus curiae New Jersey Association for Justice (Andres & Berger, 

attorneys; Kenneth G. Andres, Jr., of counsel and on the brief, and Tommie Ann Gibney, on the brief). 

Judges: JUSTICE LaVECCHIA delivered the opinion of the Court. CHIEF JUSTICE RABNER and JUSTICE 

SOLOMON join in JUSTICE LaVECCHIA's opinion. JUSTICE ALBIN filed a dissenting opinion, in which JUDGE 

FUENTES (temporarily assigned) joins. JUSTICES PATTERSON, FERNANDEZ-VINA, and TIMPONE did not 

participate. 

Opinion by: LaVECCHIA 

Opinion 

 

 

JUSTICE LaVECCHIA delivered the opinion of the Court. 

In this consolidated appeal, we consider one question of law: Did the Legislature intend to deviate from its highly 

regulated no-fault system of first-party self-insurance to cover medical expenses arising from automobile accidents 

when it amended the statutory scheme to allow an insured to elect smaller [*10]  amounts of personal injury protection 

(PIP) under a standard policy? 

Each plaintiff in this appeal was injured in a car accident. Each was insured under a standard policy with insurance 

that provided for $15,000 in PIP coverage instead of the default amount of $250,000. Neither plaintiff was able to 

sustain a claim for bodily injury (noneconomic loss) due to each policy's limitation-on-lawsuit option. Each was suing 

for outstanding medical provider charges in excess of their elected PIP coverage ($28,000 and $10,000, respectively). 

The trial court record reveals that the outstanding provider charges had not been subjected to the cost containment 

requirements under the PIP regulatory scheme. 

The Appellate Division concluded that plaintiffs could introduce evidence of their outstanding medical bills in excess 

of the elected PIP policy coverage in support of fault-based claims for economic damages against their respective 

tortfeasors. 

For the reasons that follow, we reverse. HN1[ ] We cannot conclude that there is evidence of a clear intention on 

the part of the Legislature to deviate from the carefully constructed no-fault first-party PIP system of regulated 

coverage of contained medical expenses [*11]  and return to fault-based suits consisting solely of economic damages 

claims for medical expenses in excess of an elected lesser amount of available PIP coverage. Unless the Legislature 

makes such an intent clearly known, we will not assume that such a change was intended by the Legislature through 

its amendments to the no-fault system in the Automobile Insurance Cost Reduction Act (AICRA). 

Indeed, HN2[ ] in the opening findings and declarations section of AICRA, it was the Legislature's belief that "it is 

good public policy to provide medical benefits on a first party basis, without regard to fault, to persons injured in 

automobile accidents," but "in order to keep premium costs down, the cost of the benefit must be offset by a reduction 

in the cost of other coverages, most notably a restriction on the right of persons who have non-permanent or non-

serious injuries to sue for pain and suffering." N.J.S.A. 39:6A-1.1(b) (1998). Upon consideration of the coordinated 

amendments accomplished through AICRA to tighten up medical utilization, contain insurance costs, and make first-

party no-fault insurance coverage more affordable and available, we find the Appellate Division's conclusion counter-

intuitive and look for [*12]  greater guidance from the Legislative Branch. 
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I. 

On October 19, 2011, plaintiff Joshua Haines was in an automobile accident. While driving his father's car, he was 

struck by a car driven by defendant Jacob W. Taft.1 Not having any health insurance, Haines sought coverage for 

medical treatment for his injuries under the PIP plan in his father's standard automobile insurance policy. The PIP 

plan provided for $15,000 of coverage -- the minimum amount permitted under N.J.S.A. 39:6A-4.3(e). Haines 

exhausted the PIP coverage. He claims to have approximately $28,000 in outstanding medical claims that providers 

are seeking from him. The record before the motion court reveals that Haines' counsel represented that the majority 

of the $28,000 in costs were not subjected to applicable PIP fee schedules but rather are based on the full amount 

billed by the providers. 

On September 13, 2016, the motor vehicle driven by plaintiff Tuwona Little was rear-ended by defendant Jayne 

Nishimura's vehicle. Little also was insured under a standard insurance policy that provided $15,000 in PIP coverage. 

She sought treatment for the personal injuries she sustained in the accident. Like Haines, Little eventually exhausted 

her PIP coverage. [*13]  She claims that she has $10,488 in unpaid medical expenses. Similar to the record in Haines, 

the record considered by the motion court indicated that the individual medical expenses had not been subjected to 

any detailed review to determine if they were "reasonable and necessary," and the court did not deem it essential to 

resolve that factual matter before proceeding with the legal question before it. 

Each plaintiff filed a personal injury claim against the respective defendant-driver and requested a jury trial. Each 

defendant filed a pre-trial motion to preclude plaintiff from presenting evidence of medical expenses that exceeded 

the $15,000 PIP limits. Defendants relied on N.J.S.A. 39:6A-12 (Section 12), which addresses the inadmissibility of 

evidence of losses collectible under personal injury protection, and Roig v. Kelsey, 135 N.J. 500, 641 A.2d 248 (1994). 

In Roig, our Court reasoned that the public policies underlying the no-fault system required that we construe Section 

12 to prohibit injured parties from recovering medical deductibles and copayments from a tortfeasor. 135 N.J. at 513, 

515, 641 A.2d 248. 

In opposition to the motion, Haines maintained that medical bills exceeding PIP coverage constitute "economic loss" 

as that term presently is defined in N.J.S.A. 39:6A-2(k) and that evidence of such medical bills [*14]  should thus be 

admissible at trial. Similarly, Little distinguished the present case, stating that, in amending the definition of economic 

loss to include a reference to "medical expenses" after the Roig decision, the Legislature "clearly evinced its intention 

to allow recovery [in tort] for medical expenses." 

The trial courts ruled against plaintiffs in each matter and prohibited plaintiffs from admitting evidence of their medical 

expenses that exceeded their $15,000 PIP limits. In Little's case, the trial court reasoned that "under the AICRA, the 

Legislature did not intend to have ancillary litigation or to have litigation over medical bills not covered by the PIP 

limits that [Little] selected." In Haines's case, the trial court reasoned that a person who chooses a $15,000 PIP plan 

should not be allowed to recover in excess of that amount because he or she has made an affirmative decision to 

buy less insurance for less money. The court concluded that the purpose of the no-fault system is to keep premiums 

lower by allowing insureds to buy smaller policies, and a necessary component of that goal, as discussed in Roig, is 

eliminating litigation over claims for medical expenses exceeding [*15]  an insured's PIP limit. 

The Appellate Division consolidated the cases on appeal, and, in a published opinion, reversed both trial court orders. 

Haines v. Taft, 450 N.J. Super. 295, 309-10, 162 A.3d 296 (App. Div. 2017). 

The panel found persuasive plaintiffs' argument in favor of a plain-language approach to N.J.S.A. 39:6A-12 and also 

                                                 

11 Bonnie L. Taft, Jacob's wife, is also a defendant in this matter because she was the vehicle's owner at the time of the accident. 

https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-0052-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-0052-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004S-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004S-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5NP1-7D21-F04H-W00J-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5NP1-7D21-F04H-W00J-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=


Page 10 of 24 

Haines v. Taft 

 

 MICHAEL DONAHUE  

 

agreed that allowing recovery of uncompensated medical expenses is not contrary to the statute's principal goal of 

avoiding double recovery of medical expenses by plaintiffs. Id. at 302, 307, 162 A.3d 296. 

Examining N.J.S.A. 39:6A-12 and the statutory provisions referred to therein, the Appellate Division concluded that 

"amounts collectible or paid under a standard automobile insurance policy" did not "refer[] solely to the maximum PIP 

coverage, or $250,000, that is potentially available in a standard policy." Id. at 302, 162 A.3d 296. The panel reasoned 

that "because the statutory language expressly allows varying levels of PIP benefits paid or collectible under a 

standard policy," ibid. (citing N.J.S.A. 39:6A-4.3(e)), Haines and Little were barred from admitting evidence of medical 

expenses up to their $15,000 PIP policy limit. The panel concluded, however, that evidence of their medical expenses 

between $15,000 and $250,000 was not barred by Section 12 and therefore was "admissible and recoverable against 

the tortfeasors." Id. at 303, 162 A.3d 296. 

The panel declined [*16]  to accept defendants' position that the policies underlying AICRA necessitated the exclusion 

of recovery for medical expenses between $15,000 and $250,000. Id. at 306-07, 162 A.3d 296. Similarly, the panel 

was unpersuaded that allowing admission of medical expenses above an insured's PIP policy limit, but below the 

$250,000 PIP limit, would insert a fault-based aspect into a no-fault system even though a plaintiff would have to first 

prove that the defendant was at fault for their injuries before he or she would be entitled to recovery. Ibid. 

The panel did not find that our Court's earlier decision in Roig precluded its result because, in the panel's view, Roig 

did not "bar an injured insured from recovering any medical bills in excess of an insured's PIP limits." Id. at 305, 162 

A.3d 296. In reaching that conclusion, the panel noted that it was "significant" that "Section 12 remained intact even 

after the Legislature expanded the definition of 'economic loss' in 1998 to include uncompensated medical expenses." 

Id. at 306, 162 A.3d 296; see also id. at 308-09, 162 A.3d 296. And the panel highlighted that, in Roig, the Court 

recognized a legislative intent "to bar the recovery of minor expenses." Id. at 306-07, 162 A.3d 296. In a footnote, the 

panel observed that although the Roig decision never defined a "minor" medical expense, [*17]  the Roig Court did 

highlight a quotation from Governor Cahill's First Annual Message, which noted that "minor automobile negligence 

case[s]" are those that "result[] in a judgment of settlement under $3000." Id. at 306 n.5, 162 A.3d 296 (quoting Roig, 

135 N.J at 510, 641 A.2d 248). 

Ultimately, the panel reasoned that "copayments and deductibles are insufficiently analogous to the kind of expenses 

at issue here," referring to Haines and Little's outstanding medical expenses as "hardly minor." Id. at 307, 162 A.3d 

296. Quoting an earlier published trial court decision, the panel noted that, unlike copayments and deductibles, the 

severity of an accident victim's injuries and the resultant medical expenses cannot be anticipated and "AICRA is 

devoid of any legislative intent to have insureds bargain for potentially bankrupting medical bills, in exchange for lower 

premiums." Ibid. (quoting Wise v. Marienski, 425 N.J. Super. 110, 124-25, 39 A.3d 947 (Law Div. 2011)). 

Ultimately, the panel crafted an exception to its interpretation and application of N.J.S.A. 39:6A-12 by noting that there 

may be instances in which medical expenses at issue may minimally exceed a plaintiff's PIP policy limits and that 

arguably under those circumstances they might be considered minor and, thus, unrecoverable. Id. at 310, 162 A.3d 

296. The panel ultimately left the issue of what constitutes minor expenses unanswered, [*18]  but made clear its 

view that Haines' and Little's unpaid medical bills were not minor. Ibid. 

We granted defendants' petitions for certification. 231 N.J. 179, 173 A.3d 598 (2017); 231 N.J. 155, 172 A.3d 1090 

(2017). We also granted amicus curiae status to the New Jersey Association for Justice (NJAJ). The Insurance 

Council of New Jersey (ICNJ), the Property Casualty Insurers Association of America (PCI), and the New Jersey 

Defense Association (NJDA), who participated before the Appellate Division, also served as amici before this Court. 

Our analysis of this matter incorporates their arguments, along with those of the parties. 

II. 
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Plaintiffs, as well as their supporting amici, focus on certain language in N.J.S.A. 39:6A-12. That statute provides in 

full: 

Except as may be required in an action brought pursuant to section 20 of L. 1983, c. 362 ([N.J.S.A.] 39:6A-9.1), 

evidence of the amounts collectible or paid under a standard automobile insurance policy pursuant to sections 4 

and 10 of L. 1972, c. 70 ([N.J.S.A.] 39:6A-4 and 39:6A-10), amounts collectible or paid for medical expense 

benefits under a basic automobile insurance policy pursuant to section 4 of L. 1998, c. 21 ([N.J.S.A.] 39:6A-3.1) 

and amounts collectible or paid for benefits under a special automobile insurance policy pursuant to  [*19] section 

45 of L. 2003, c. 89 ([N.J.S.A.] 39:6A-3.3), to an injured person, including the amounts of any deductibles, 

copayments or exclusions, including exclusions pursuant to subsection d. of section 13 of L. 1983, c. 362 

([N.J.S.A. 39:6A-4.3), otherwise compensated is inadmissible in a civil action for recovery of damages for bodily 

injury by such injured person. 

The court shall instruct the jury that, in arriving at a verdict as to the amount of the damages for noneconomic 

loss to be recovered by the injured person, the jury shall not speculate as to the amount of the medical expense 

benefits paid or payable by an automobile insurer under personal injury protection coverage payable under a 

standard automobile insurance policy pursuant to sections 4 and 10 of L. 1972, c. 70 ([N.J.S.A.] 39:6A-4 and 

39:6A-10), medical expense benefits under a basic automobile insurance policy pursuant to section 4 of L. 1998, 

c. 21 ([N.J.S.A.] 39:6A-3.1) or benefits under a special automobile insurance policy pursuant to section 45 of L. 

2003, c. 89 ([N.J.S.A.] 39:6A-3.3) to the injured person, nor shall they speculate as to the amount of benefits 

paid or payable by a health insurer, health maintenance organization or governmental agency under subsection 

d. of section 13 of L. 1983, c. 362 ([N.J.S.A.] 39:6A-4.3). 

Nothing in this section shall be construed to limit the right of recovery, against the tortfeasor, of uncompensated 

economic loss sustained by the injured party. 

[N.J.S.A. 39:6A-12 (emphases added).] [*20]  

Reading that statute's closing language in concert with the present definition of "economic loss" in N.J.S.A. 39:6A-

2(k) ("uncompensated loss of income or property, or other uncompensated expenses, including, but not limited to, 

medical expenses"), those advocates claim, in essence, that there is no need to go beyond a plain-language analysis 

of Section 12. See DiProspero v. Penn, 183 N.J. 477, 492, 874 A.2d 1039 (2005) HN3[ ] ("A court should not 'resort 

to extrinsic interpretative aids' when 'the statutory language is clear and unambiguous, and susceptible to only one 

interpretation.'" (quoting Lozano v. Frank DeLuca Const., 178 N.J. 513, 522, 842 A.2d 156 (2004))). That approach, 

they assert, controls the statutory construction issue here and compels the conclusion reached by the appellate panel. 

Although plaintiffs' argument is no doubt a plausible interpretation, we cannot agree that the language of this provision 

is as clear as is contended. An inherent tension appears to exist between Section 12 and its final reference to 

uncompensated economic loss. 

At the outset, one must recognize that Section 12 addresses evidence that is admissible or not in a claim for bodily 

injury. The first paragraph sets that stage for the section. And, as is universally understood, authorization to bring 

claims for bodily injury under our regulated system of motor vehicle insurance [*21]  law is heavily circumscribed. 

Indeed, in this matter, both plaintiffs had the limitation-on-lawsuit option controlling their ability to bring a claim for 

bodily injury and neither could exceed the necessary threshold. So, we are considering this issue in the context of a 

stand-alone claim to be able to sue for only uncompensated medical expenses in a case where the limitation-on-
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lawsuit policy option prevented a claim for bodily injury.2 

Even though there is no bodily injury claim here, plaintiffs advance their plain-language argument notwithstanding the 

following structure to the substance of Section 12. Section 12's opening paragraph limits the admissibility of 

"collectible or paid" PIP or medical expense evidence in civil claims for recovery of bodily injury by injured persons. 

The section's second paragraph commands the trial court to instruct the jury against speculating about the amounts 

paid or payable by an insurer for PIP or medical expense benefits when calculating noneconomic loss for a bodily 

injury claim. Despite the provision's narrow focus on evidentiary matters in trials for noneconomic losses, plaintiffs 

construe the third paragraph's language to give rise to a stand-alone right to pursue [*22]  a third-party liability claim 

against a tortfeasor exclusively for uncompensated economic loss of medical benefits not covered due to having a 

lesser amount of PIP coverage. 

We cannot agree that there is an unambiguous "plain-language" reading to be gleaned from Section 12 that, even 

with the related definition of economic loss,3 supports plaintiffs' preferred interpretation. Section 12 does not 

unmistakably compel plaintiffs' interpretation. Nor is the reasoning so overwhelmingly persuasive that a reviewing 

court must be precluded from any examination of the overall legislative scheme, its history, purpose, and intent when 

assessing the merit of the conclusion that plaintiffs assert. DiProspero, 183 N.J. at 492-93, 874 A.2d 1039 HN5[ ] 

("[I]f there is ambiguity in the statutory language that leads to more than one plausible interpretation, we may turn to 

extrinsic evidence . . . ."). Indeed, one can envision an equally plausible construction, from the intertwined thrust and 

sense of this section overall and its three component paragraphs, that such uncompensated economic losses may 

be recovered from the tortfeasor within the context of a viable suit for bodily injury. 

Defendants and their supporting amici make powerful arguments that the interpretative [*23]  question posed by 

plaintiffs' claims in these matters requires consideration of whether it is at odds with the overall intent of the legislative 

scheme for no-fault insurance. Indeed, as amici ICNJ and PCI dramatically asserted in their briefing filed in this 

appeal, the Appellate Division "decision blows open the black hole of automobile tort litigation New Jersey's 

Legislature so carefully sought to close over the past four decades." It is asserted that the panel's interpretation of 

N.J.S.A. 39A:6A-12 will lead to a new statutory scheme at odds with the policies underlying the no-fault system 

because it relieves insureds of the intended consequence of minimizing coverage in exchange for less money and 

thereby creates a fault-based system. That fault-based system will require "full-blown trial[s] with expert medical 

testimony" where plaintiffs will bear the burden of establishing defendant liability and will have to show that their 

medical treatment and expenses were reasonable and necessary. ICNJ and PCI further argue that the Appellate 

Division's decision not only will increase the overall volume of litigation but will also "creat[e] an additional level of 

complexity by requiring a case-by-case, [*24]  subjective analysis of what constitutes 'minor' uncompensated medical 

expenses in each case." 

Defendants and related amici argue that the statute prohibits admission of "amounts collectible or paid" under a 

standard, basic, or special automobile insurance policy. But, they maintain, nowhere in the statute is the term 

"collectible," as it is used in that phrase, defined. Indeed, defendants and related amici contend that the "amounts 

collectible" refers to $250,000 rather than the insured's policy limit because $250,000 is the amount of PIP coverage 

                                                 

22 HN4[ ] N.J.S.A. 39:6A-8(a) limits an injured-insured party from recovering for noneconomic loss "unless that person has 

sustained a bodily injury which results in death; dismemberment; significant disfigurement or significant scarring; displaced 

fractures; loss of a fetus; or a permanent injury within a reasonable degree of medical probability, other than scarring or 

disfigurement." 

33 In 1998, the Legislature amended the definition of "economic loss" in N.J.S.A. 39:6A-2(k) to include uncompensated medical 

expenses. L. 1998, c. 21, § 2. 
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available to every consumer; plaintiffs, on the other hand, contend that "amounts collectible" refers to the insured's 

policy limit because that is the amount that the insured consumer may collect. 

In light of the latent tension and ambiguity within Section 12 and, further, due to the consequences that would flow 

from interpreting that section in line with plaintiffs' construction and as the appellate panel did, we would be remiss 

not to examine the question before us in light of the historical development of New Jersey's no-fault law. HN6[ ] Our 

search is for legislative intent. Frugis v. Bracigliano, 177 N.J. 250, 280, 827 A.2d 1040 (2003) ("[W]hen interpreting a 

statute, our overriding goal must be to determine the [*25]  Legislature's intent." (quoting Cornblatt, P.A. v. Barow, 

153 N.J. 218, 231, 708 A.2d 401 (1998))). In this matter, we find it necessary to examine all the aids we can muster 

in our effort to discern that intent and give it effect. 

III. 

A. 

HN7[ ] As our Court noted in Roig v. Kelsey, legislative intent controls because "statutes are to be read sensibly 

rather than literally and the controlling legislative intent is to be presumed as consonant to reason and good 

discretion." 135 N.J. at 515, 641 A.2d 248 (quoting State v. State Troopers Fraternal Ass'n, 134 N.J. 393, 418, 634 

A.2d 478 (1993) (internal quotation marks omitted)). When "discerning that [legislative] intent we consider not only 

the particular statute in question, but also the entire legislative scheme of which it is a part." Ibid. (alteration in original) 

(quoting Kimmelman v. Henkels & McCoy, Inc., 108 N.J. 123, 129, 527 A.2d 1368 (1987)). 

HN8[ ] This Court's last opportunity to discuss the limits of medical expense recovery under New Jersey's no-fault 

insurance system occurred in Roig, and, there, we determined that a plaintiff could not recover out-of-pocket costs 

for PIP deductibles and co-payments in a negligence suit. Id. at 501, 641 A.2d 248. In coming to that conclusion, the 

Court recognized that the history of the no-fault statute was a series of "trade-off[s]." Id. at 502-07, 641 A.2d 248. At 

its inception, drivers received "payment of medical expenses, regardless of fault," in exchange "for 'either a limitation 

on or the [*26]  elimination of conventional tort-based personal-injury lawsuits.'" Id. at 503, 641 A.2d 248 (quoting 

Oswin v. Shaw, 129 N.J. 290, 295, 609 A.2d 415 (1992)). Subsequently, the Legislature introduced the option for PIP 

deductibles -- another trade-off "reduc[ing] the cost of automobile insurance by shifting some of the rising medical-

expense costs to alternative forms of health insurance." Id. at 504-05, 641 A.2d 248. In that same amendment, the 

Legislature added a "Tort Limitation Option" where "[o]nce again, motorists were presented with another trade-off 

option: lower premiums in exchange for increased tort thresholds." Id. at 505, 641 A.2d 248. 

The entire history of no-fault insurance is one of changing priorities, shifting from full coverage to cost containment. 

We find that those priorities inform our consideration of the statutory scheme as it exists today, and we therefore 

summarize the law's historical evolution. 

B. 

The no-fault system was first enacted as part of the New Jersey Automobile Reparation Reform Act ("No-Fault Law"). 

L. 1972, c. 70. The recommendation to adopt a no-fault system came from the Automobile Insurance Study 

Commission, and was received favorably by Governor William Cahill. Governor William T. Cahill, Second Annual 

Message 55 (Jan. 11, 1972). He believed that the proposed system would [*27]  "result in the motoring public's 

securing protection at a lesser cost, expediting the relief of the accident victim . . . and yet preserv[e] that victim's right 

to full and adequate compensation." Ibid. Additionally, he believed a no-fault system would bring about a "reduction 

in insurance premiums" and a "reduction of the present court backlog." Id. at 56. 

Effective as of 1973, the No-Fault Law required insurance companies to provide insureds unlimited medical expense 

benefits without regard to fault. N.J.S.A. 39:6A-4 (1973). As a trade-off, the law limited the right to sue for pain and 

suffering, requiring parties to have over $200 in medical expenses before they would have standing for a negligence 
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suit. N.J.S.A. 39:6A-8 (1973). The legislation was openly intended to provide "prompt compensation for all [of a 

driver's] economic losses," and to "ease the burden placed upon [New Jersey] courts by the present system." 

Governor's Signing Statement to A. 667 (L. 1972, c. 70). Subsequent measures addressed a perceived need to 

consider financial practicalities. At first, cost-shifting was the solution of choice. 

In 1977, the Legislature amended the No-Fault Law to limit insurers' exposure for PIP claims. L. 1977, c. 310. 

Insurers [*28]  were still responsible for providing benefits for the first $75,000 of a claim, but reimbursements above 

$75,000 were shifted to the Unsatisfied Claim and Judgment Fund (UCJF). N.J.S.A. 39:6A-4(a) (1977). 

The impetus for that amendment came from the consequences of the No-Fault Law's escalation of insurance 

premiums. To cover catastrophic injury claims, small-to mid-sized insurance companies were forced to buy 

reinsurance policies that were "not State regulated" and extremely costly -- an expense that trickled down to the 

consumer. Governor's Signing Message to S. 1380 (L. 1977, c. 310). The amendment was meant to strike a balance 

under which "accident victims w[ould] continue to receive full compensation for medical expenses and at the same 

time relieve[d] insurance companies of the financial burdens of unlimited medical expense coverage under the 

present law." See Senate Judiciary Comm. Statement to S. 1380 1 (L. 1977, c. 310). 

Despite that change, increases in the cost of insurance premiums did not subside. In an effort to "bring about long 

sought after reductions in premiums for New Jersey motorists," the Legislature passed the New Jersey Automobile 

Insurance Freedom of Choice and Cost Containment [*29]  Act of 1984. Governor's Signing Statement to A. 3981 (L. 

1983, c. 362). That amendment to the No-Fault Law offered a series of policy options to consumers, who could 

decrease their insurance coverage in exchange for a lower insurance premium. See N.J.S.A. 39:6A-4 (1984). 

The choices included allowing motorists to select policies with deductibles, N.J.S.A. 39:6A-4.3(a) (1984), and to 

forego coverage for lost wages, essential services, and funeral expenses, N.J.S.A. 39:6A-4.3(b) (1984), as well as a 

provision for limitations on lawsuits for noneconomic loss, N.J.S.A. 39:6A-8 (1984). The Legislature acknowledged 

that in some instances the foregone coverage would be replaced by another form of insurance, leaving the motorist 

fully covered. See, e.g., Sponsor's Statement to A. 3981 1 (L. 1983, c. 362) (noting that selecting PIP insurance with 

a deductible "permit[s] an insured to coordinate his automobile insurance coverage with other forms of health 

coverage"). However, the 1983 amendment did not require that a motorist have alternative insurance to make up for 

the waived benefits, marking the beginning of the Legislature's shift from a paramount priority of full coverage to one 

of cost containment. 

The high prioritization of cost containment continued with the [*30]  1988 amendments to the No-Fault Law. L. 1988, 

c. 119. The amendments were described as intended to rectify a system that was "grossly out of balance." Governor's 

Veto Statement to S. 2637 (3d Reprint) (Aug. 4, 1988). While the no-fault system was based on an "implicit promise" 

of "prompt payment of medical bills without regard for fault in exchange for a significant limitation on frivolous lawsuits 

for non-economic damages, such as pain and suffering," the then-existing $200 threshold for suits was too low to act 

as a sufficient curb. Ibid. 

The amendments increased thresholds for limitations on lawsuits. N.J.S.A. 39:6A-8 (1988). The legislative sponsor 

of the bill expressed the hope that those limitations would "promote availability and affordability of automobile 

insurance." Sponsor's Statement to S. 2637 1 (L. 1988, c. 119). Similarly, at signing, Governor Kean characterized 

the amendment as "a first step toward implementing changes in a system which has penalized New Jersey drivers 

and driven insurance costs beyond the reach of many motorists." Governor's Signing Statement to S. 2637 (L. 1988, 

c. 119). 

Two years later, the Legislature enacted further cost-containment measures via the "Fair Automobile [*31]  Insurance 

Reform Act of 1990." L. 1990, c. 8. In that act, the Legislature stated that the past reform of the No-Fault Law had 
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aspired to "provide to the motorists of the State a comprehensive [insurance scheme] that is equitable, efficient and 

economical." N.J.S.A. 17:33B-2(b) (1990). However, the findings acknowledged that it had "become increasingly 

obvious to the Legislature and the public that . . . one of the principal goals [of reform] ha[d] not been attained: 

economy." N.J.S.A. 17:33B-2(d) (1990). As part of the 1990 round of reforms, the Legislature moved from limitless 

required PIP coverage to $250,000 in PIP coverage, N.J.S.A. 39:6A-4(a) (1990), demonstrating the Legislature's 

willingness to create some gaps in coverage in an attempt to reap the benefits of widespread decreased premiums. 

C. 

1. 

Against that backdrop came the most recent amendments to the insurance law provisions that are at the heart of the 

instant case. Those alterations were part of a comprehensive set of legislative amendments accomplished through 

the Automobile Insurance Cost Reduction Act (AICRA). L. 1998, c. 21. 

The Legislature declared in AICRA's opening section that its goals were "to preserve the no-fault system, while at the 

same time reducing unnecessary costs [*32]  which drive premiums higher." N.J.S.A. 39:6A-1.1(b) (1998). It 

attributed those "unnecessary costs" to medical benefits, which were "overutilized for the purpose of gaining standing 

to sue for pain and suffering." Ibid. As a result of those unnecessary costs and the resulting increase in insurance 

premiums, the Legislature determined that "many lower-income residents . . . ha[d] been forced to drop or lapse their 

coverage." Ibid. 

The Legislature set out to maintain the system while cutting costs through AICRA's multi-pronged plan, which adhered 

to the recognized "philosophical basis of the no-fault system . . . a trade-off of . . . providing medical benefits in return 

for a limitation on the right to sue for non-serious injuries." Ibid. AICRA changed the arbitration process used for 

benefit disputes, N.J.S.A. 39:6A-5.1 (1998), established bases for determining whether treatments and diagnostic 

tests are medically necessary, N.J.S.A. 39:6A-4.7 (1998), revised the threshold for suits for noneconomic loss, 

N.J.S.A. 39:6A-8(b) (1998), and created insurance options with decreased coverage in exchange for lower premiums, 

N.J.S.A. 39:6A-3.1 (1998). 

2. 

With respect to the availability of decreased PIP coverage, provisions within AICRA take care to ensure that the 

decision to carry less-than-full [*33]  PIP coverage is an informed and conscious one. The statute requires that the 

"coverage election form" used to select an insurance plan contain "in 12-point bold type . . . that . . . election of a 

basic automobile insurance policy will result in less coverage than the $250,000 medical expense benefits coverage 

mandated" prior to AICRA. N.J.S.A. 39:6A-3.2(a) (1998); N.J.S.A. 39:6A-4.3(e) (1998). The same provision contains 

no requirement about discussion of private causes of action for that gap in coverage. The "Buyer's Guide" -- required 

to be given to all insurance consumers -- also contains no such information regarding private causes of action. The 

absence of that information, in a provision and a document whose purposes are to help drivers make a fully informed 

decision about their insurance options, most logically fits within a scheme that did not intend for private causes of 

action to exist. 

That reasoning formed part of the basis for this Court's decision in Roig, where a plaintiff sought to collect 

reimbursement for his out-of-pocket deductible and co-insurance costs from an allegedly negligent driver. 135 N.J. at 

501, 505, 641 A.2d 248. The Court noted that insurance companies were required to tell "policyholders that they 

should consider a high deductible [*34]  if they '[were] already covered by a health insurance policy or a health 

maintenance organization' because '[i]n most cases, those plans [would] pay part of the medical bills which auto 

insurance [would] not pay.'" Id. at 505, 641 A.2d 248 (alterations in original) (quoting N.J.A.C. 11:3-15.6). However, 

insurers were not required to inform drivers that "they could recover their below-deductible expenses from a third 

https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-BWD1-6F13-04N2-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-BWD1-6F13-04N2-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-BWD1-6F13-04N2-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-BWD1-6F13-04N2-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004Y-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004Y-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004P-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004P-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-0058-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-0058-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-0056-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-0056-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005D-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005D-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004V-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004V-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004W-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004W-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-0052-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-0052-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5VTJ-CM40-00BY-K2PW-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5VTJ-CM40-00BY-K2PW-00000-00&context=


Page 16 of 24 

Haines v. Taft 

MICHAEL DONAHUE 

party." Ibid. That choice, among other evidence of legislative intent, led this Court to conclude that the policies and 

purpose of the no-fault insurance scheme would be undermined if parties were allowed to sue in tort for deductibles 

and co-payments. Id. at 516, 641 A.2d 248. 

The protections surrounding the use of lower PIP coverage options are not limited to notice prior to selection. AICRA 

provided that full PIP coverage will be assumed for a driver, unless a lower option is "affirmatively chosen in writing." 

N.J.S.A. 39:6A-4.3(e) (1998). Further, once selected, the lower coverage option applies only to the named insured 

and household members who are not named insureds under another policy -- not to "any other person eligible for 

personal injury protection benefits required to be provided." N.J.S.A. 39:6A-4.3(f) (1998). Those provisions indicate 

that the Legislature was concerned [*35]  that people might be subject to the lower PIP coverage limits without making 

the conscious decision to do so -- a concern that would seem overblown if a private cause of action remained to 

recover any medical costs above the selected PIP ceiling. 

3. 

AICRA's Sponsor's Statement noted that "the overutilization of medical benefits under automobile insurance policies" 

was "the principal cause of the escalation in premiums in recent years." Senate Sponsor's Statement to S. 3 1 (L. 

1998, c. 21). To help control those costs, the Legislature determined to task the Division of Consumer Affairs' 

professional licensing boards with promulgating "a list of valid diagnostic tests to be used in conjunction with the 

appropriate health care protocols in the treatment of persons sustaining bodily injury." N.J.S.A. 39:6A-4.7 (1998); see 

also N.J. Coal. of Health Care Prof'ls, Inc. v. DOBI, 323 N.J. Super. 207, 223-24, 269-70, 732 A.2d 1063 (App. Div. 

1999) (upholding N.J.A.C. 11:3-4, which implemented N.J.S.A. 39:6A-4.7 and created "care paths" to "maintain 

quality of care while . . . discouraging medically unnecessary treatments and diagnostic tests" from being claimed 

under PIP policies). 

Additionally, disputes about the payment of benefits under an insured's PIP policy were kept out of the courts, and 

were instead required to proceed through a dispute resolution process [*36]  established by the Commissioner of 

Banking and Insurance. N.J.S.A. 39:6A-5.1 (1998). The entire regulatory scheme ensured that benefits were paid 

according to their medical necessity, keeping premiums at a manageable level, while preventing such claims from 

inundating the court system. 

Consistent with that effort to preserve the courts from inundation with numerous litigated matters concerning medical 

overutilization, medical necessity, and the like, AICRA also established new procedures and assigned considerable 

resources to combat fraud in the delivery of medical benefits. N.J.S.A. 17:33A-16 to -30 (1998). In exchange, AICRA 

provided a 3% premium reduction in auto insurance to account for "the effect of the enhanced insurance fraud 

provisions" of AICRA. N.J.S.A. 17:29A-51(a)(4) (1998). The anti-fraud provisions reinforced a legislatively anticipated 

shift away from litigation -- where the adversarial process previously was required to act as its own fraud filter. 

4. 

Although the enacted changes in AICRA provide best evidence of likely legislative intent, we note that the extrinsic 

aid of legislative history adds a bit more information on the subject of this appeal. 

AICRA's legislative history demonstrates that there was a legislative awareness [*37]  of the possibility of creating a 

gap in medical coverage should PIP coverage be lowered. At a meeting of the Joint Committee on Automobile 

Insurance Reform, the committee heard from a representative of the Association of Trial Lawyers of America-New 

Jersey. Testimony Regarding Personal Injury Protection (PIP) Reforms and Related Issues before the Joint Comm. 

on Auto. Ins. Reform, 36-64 (Jan. 22, 1998). The representative advocated for a repeal of the no-fault system or, in 

the alternative, for a $10,000 "med pay provision." Id. at 43. The representative acknowledged that the proposal would 

leave a gap of coverage between the proposed $10,000 med pay provision and the $75,000 threshold for coverage 
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under the UCJF, but explained that costs in that gap could "simply shift to the private health carriers and to Medicare." 

Ibid. 

In response to that proposal, a Joint Committee assemblyman voiced concerns about injured drivers "in the gap." Id. 

at 76. He urged that the committee should have more information about the number of drivers who would fall in this 

gap and should investigate the financial feasibility of lowering UCJF coverage to begin at $10,000 to close the gap. 

Ibid. However, even though that concern [*38]  was raised at the hearing, there was no discussion of creating a part 

no-fault, part-fault system by allowing for private rights of action for injuries over the $10,000 med pay. While in no 

way dispositive, the excerpted discussion demonstrated an awareness by the joint legislative committee that lowering 

permissible medical coverage could create a "gap" for some drivers -- which presumes the absence of other forms of 

reimbursement, such as suits in tort, to fill that gap.4 

IV. 

Because we do not find that the plain language of Section 12 is unambiguous and leads to only one interpretation, 

we approach the question at hand after careful consideration of the overall goals of the no-fault statutory scheme, its 

evolution, and the legislative history. HN9[ ] As in Roig, our interpretative task here must be guided by the principle 

that legislative intent controls and we must read statutes sensibly with "the controlling legislative intent . . . to be 

presumed as consonant to reason and good discretion." 135 N.J. at 515, 641 A.2d 248 (internal quotations omitted). 

And, "[i]n addition to the provision in question, we also consider the overall legislative scheme." SASCO 1997 NI, LLC 

v. Zudkewich, 166 N.J. 579, 586, 767 A.2d 469 (2001) (citing Fiore v. Consol. Freightways, 140 N.J. 452, 466, 659

A.2d 436 (1995)). 

Here, interpreting Section 12 to allow the admission of evidence of medical [*39]  expenses falling between the 

insured's PIP policy limit and the $250,000 PIP statutory ceiling transgresses the overall legislative design of the No-

Fault Law to "reduc[e] court congestion[,] . . . lower[] the cost of automobile insurance[,]" and most importantly, avoid 

fault-based suits in a no-fault system, as we previously acknowledged in Roig. 135 N.J. at 516, 641 A.2d 248. 

Based on the strong evidence of a legislative effort to avoid fault-based suits in the realm of medical expenses in the 

No-Fault Law, we cannot conclude that the Legislature clearly intended Section 12 to allow fault-based suits 

consisting solely of economic damages claims for medical expenses in excess of an elected lesser amount of 

available PIP coverage. As this Court concluded in Roig, to do so would be to "lose sight of the overwhelming goals 

of reducing court congestion and lowering the cost of automobile insurance."5 Ibid. Nor are we convinced that the

third paragraph was intended to suddenly authorize suits for economic damages for unpaid medical expenses merely 

44 The same Joint Committee meeting also sheds some light on the scope of the gap in coverage, as the Legislature understood

it to be. Senate President DiFrancesco, when referring to a statistic put forward that eighty-five percent of medical claims under 

PIP were for less than $10,000, stated that this figure was "basically in line with the information provided to us." Id. at 52. 

That statistic can support two inferences. One is that most medical claims would be captured even if the minimum PIP amount 

was reduced to $15,000, as it was. We acknowledge that inference also could suggest that, by allowing fault based claims for 

economic losses above the $15,000, such suits would not be so numerous. Thus, they would have less of an impact on judicial 

resources if the Legislature intended to allow for the introduction of fault-based, stand-alone claims for medical expenses over the 

more minimal PIP thresholds. However, the small percentage of claims affected also could be interpreted to demonstrate that the 

Legislature found the number of such claims that likely would fall on private health insurers to be a fair trade-off for the savings in 

premiums.

55 Even under the potential carve-out contemplated in Roig, deductibles and copayments would have necessarily been based on

charges already determined to be within the fee schedule and utilization framework of the cost-containment mechanisms of the 

PIP program. 
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because the definition of economic loss was amended. The thrust of that amendment does not support the full effect 

urged by plaintiffs -- namely, a right to bring a new cause of action where [*40]  before one could not. 

The extensive efforts to subject medical utilization and associated costs to careful review and control through AICRA's 

extensive regulatory programs and, to a lesser degree, its fraud prevention methods, would be undercut by the ability 

of a third party to sue for medical expenses above their PIP policy coverage limit but below the presumptive amount 

of $250,000. Those suits would commandeer the judicial resources that the arbitration system was enacted to 

preserve. And, as the NJDA highlights, trial courts would have no discernible basis to determine whether unpaid 

medical expenses are minor or how fee schedule adjustments or adjustments made pursuant to Medicare or Medicaid 

"would reduce the amounts actually recoverable to 'minor' amounts." Additionally, once in court, the plaintiff's suit 

could expand well beyond the administratively deemed medically-necessary treatments and diagnostic tests, 

fostering cottage industries of expensive litigation that are nowhere hinted at throughout the legislative development 

of AICRA. 

In fact, the result of plaintiffs' reading of AICRA could allow the unintended -- and, one could assert, absurd -- 

consequence whereby someone [*41]  who chooses a lower PIP coverage option could receive a higher overall 

reimbursement. For example, if a driver has $40,000 in treatment costs, but only $20,000 of those expenses are 

deemed medically necessary under AICRA, the driver would receive $20,000 in reimbursements and be considered 

fully reimbursed by the AICRA guidelines if he or she maintained the $250,000 "full coverage" policy. If, however, the 

driver had only $15,000 of PIP coverage, he or she would have a cause of action under plaintiff's interpretation of the 

statute for the remaining $5000 of medically necessary expenses and, with that, could bring suit against the other 

driver for the remaining costs that would not otherwise be reimbursable -- allowing the driver with less PIP coverage 

to, theoretically, receive a higher overall reimbursement. We cannot envision that the Legislature countenanced such 

results. 

We acknowledge the importance of the common law right to sue, but we reiterate that the Legislature's intent to 

abrogate the right of an injured party to have a day in court has underpinned the no-fault system since its inception. 

See Section III, supra. Under the No-Fault Law, the ability to sue is the exception, not the rule. Despite [*42]  the fact 

that other aspects of our automobile insurance law are fault-based (e.g., property damage and pain and suffering 

caused by bodily injury), the Legislature has consistently determined that medical costs are of a special breed. The 

Legislature has determined that the benefits of creating limited but automatic medical reimbursement for injured 

motor-vehicle-accident victims outweigh the ability of a minority of injured parties to recover larger amounts in tort. 

Accordingly, we conclude that the Appellate Division judgment must be reversed. The interpretation given to Section 

12 by the panel must, in our view, abide a time when the Legislature has more clearly indicated its intention. 

In closing, we recognize that there are plausible readings of AICRA -- such as those adopted by the Appellate Division 

and plaintiffs and their supportive amici -- that result in a different outcome than we come to today.6 Should the

Legislature disagree with our restrained interpretation of its statutory scheme, we invite the Legislature to make its 

intention to introduce fault-based suits into the no-fault medical reimbursement scheme more explicit. Without greater 

clarity of statutory language, we find any [*43]  other reading of AICRA results in too large of a shift from the historical 

66 We further recognize that, in at least one instance, a trial court adopted that interpretation as well. See Wise v. Marienski, 425

N.J. Super. 110, 124-25, 39 A.3d 947 (Law Div. 2011). To the extent that the parties argue that the Wise ruling, if incorrect, would 

have instigated action from the Legislature, we find that argument unconvincing. It would not be reasonable to import to the 

Legislature knowledge of every trial court decision. Moreover, the persuasive weight to be derived, if at all, from legislative inaction 

is undercut when other trial court decisions, such as those in the instant cases, reached an opposite conclusion. For similar 

reasons, it is inappropriate to speculate about the effect that a non-binding decision may or may not have had on the practice 

within a vicinage. Infra at     (slip op. at 16) (Albin, J., dissenting). 
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priorities and purposes of the statute.7 

V. 

The judgment of the Appellate Division is reversed and the matters are remanded to the trial courts for entry of their 

respective judgments of dismissal of the actions. 

CHIEF JUSTICE RABNER and JUSTICE SOLOMON join in JUSTICE LaVECCHIA's opinion. JUSTICE ALBIN filed 

a dissenting opinion, in which JUDGE FUENTES (temporarily assigned) joins. JUSTICES PATTERSON, 

FERNANDEZ-VINA, and TIMPONE did not participate. 

Dissent by: ALBIN 

Dissent 

JUSTICE ALBIN, dissenting. 

Today's opinion will have a catastrophic impact on the right of low-income automobile accident victims to recover 

their medical costs from the wrongdoers who cause their injuries. The decision leaves innocent automobile accident 

victims without the legal right to sue negligent and reckless drivers for recovery of their unpaid medical bills -- medical 

bills that will bankrupt some and financially crush others. The majority's mistaken interpretation of N.J.S.A. 39:6A-12 

will widen the divide among economic classes in our civil justice system. 

N.J.S.A. 39:6A-12 is intended to prevent a double recovery of damages. It is not intended to deny an automobile 

accident [*44]  victim a just recovery of damages. N.J.S.A. 39:6A-12 provides that an insured accident victim cannot 

sue the wrongdoer for the recovery of economic costs when the insured had been or will be paid those costs through 

Personal Injury Protection (PIP) coverage. That statute, however, also provides that "[n]othing in this section shall be 

construed to limit the right of recovery, against the tortfeasor, of uncompensated economic loss sustained by the 

injured party." N.J.S.A. 39:6A-12. Despite the absolute clarity of that language, the majority construes the statute "to 

limit the right of recovery, against the tortfeasor, of uncompensated economic loss sustained by the injured party." 

See ibid. 

The Legislature has gone to great lengths to make automobile insurance affordable to low-income residents, allowing 

them to opt for lesser PIP coverage in standard, basic, and special policies. The Legislature did not require low-

income accident victims to surrender their right to sue the wrongdoer for their uncompensated medical costs because 

they could not afford higher PIP coverage. The majority construes N.J.S.A. 39:6A-12 to bar an innocent automobile 

accident victim, only able to afford PIP benefit coverage of $15,000, from suing a wrongdoer [*45]  for unpaid medical 

expenses exceeding $15,000 but less than $250,000. Under the majority's interpretation, a victim with $15,000 in PIP 

coverage who suffers $249,000 in economic damages is unable to sue for $234,000 in unpaid medical costs. But an 

77 The dissent glosses over the legislative history to the no-fault system. That history reflects a decades-long attempt by the

Legislature to balance a number of factors regarding its medical reimbursement scheme, including maintenance of prompt PIP 

payment without regard to fault, reduced premiums, and cost containment. In addition, the dissent never acknowledges the 

extensive legislative efforts under AICRA to contain medical utilization and control costs and to keep disputes related to utilization 

and cost containment out of the courts and in arbitration instead. Although the dissent makes a passionate case for what it believes 

New Jersey's policy in this highly legislated area should be, infra at     (slip op. at 17) (Albin, J., dissenting), that is for the 

Legislature, not the court system, to decide. 
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affluent victim who can afford $250,000 in PIP coverage and who suffers economic damages of $250,100 can sue 

the tortfeasors for $100 in unpaid medical expenses. 

To reach that absurd result, the majority not only misreads the plain wording of N.J.S.A. 39:6A-12 and the legislative 

history of the No Fault Act, N.J.S.A. 39:6A-1 to -35, but also advances an interpretation of the law at complete odds 

with public policy. The majority's erroneous interpretation of the statute is not without a remedy. The Legislature can 

make clear that today's decision is not what it meant or ever envisioned. 

I therefore respectfully dissent. 

I. 

Joshua Haines and Tuwona Little suffered serious physical injuries caused by the alleged negligence of drivers who 

struck their vehicles. Haines and Little filed separate personal-injury lawsuits against the alleged wrongdoers to 

recover the unpaid medical expenses incurred for the treatment of their injuries. Haines's automobile insurance policy 

provided $15,000 [*46]  in PIP benefits. He accumulated $43,000 in medical expenses, leaving him with $28,000 in 

unreimbursed expenses. Little's automobile insurance policy provided $15,000 in PIP benefits. She accumulated 

$25,488 in medical expenses, leaving her with $10,488 in unpaid expenses. 

The majority has concluded that Haines and Little cannot sue for the recovery of the $28,000 and $10,488 in 

uncompensated economic losses that they suffered because of their wrongdoers' negligence. That result cannot be 

squared with the history of our common law and with our current statutes. 

A. 

Under the common law, a person injured by the negligent acts of another had an unqualified right to the recovery of 

medical expenses from the wrongdoer. See Sotomayor v. Vasquez, 109 N.J. 258, 261, 536 A.2d 746 (1988). At the 

inception of New Jersey's Automobile Reparation Reform Act (No Fault Act), an insured automobile accident victim 

had no need to sue for uncompensated medical expenses because the new law mandated that the victim's insurance 

carrier make "prompt 'payment of out-of-pocket medical expenses' without regard to fault." See DiProspero v. Penn, 

183 N.J. 477, 485, 874 A.2d 1039 (2005) (quoting Caviglia v. Royal Tours of Am., 178 N.J. 460, 466, 842 A.2d 125 

(2004)). "The No Fault Act ushered in 'a system of first-party self-insurance' . . ." Ibid. (quoting Caviglia, 178 N.J. at 

466, 842 A.2d 125). The new law required every automobile insurance [*47]  policy carrier to provide the named 

insured and his family household members "personal injury protection [PIP] benefits" -- medical expense benefits -- 

in the event they were injured in an automobile accident, regardless of their fault. Caviglia, 178 N.J. at 466, 842 A.2d 

125 (alteration in original) (quoting N.J.S.A. 39:6A-4.1). 

Unlike today, the first iteration of the No Fault Act required insurance carriers to provide unlimited PIP coverage. 

N.J.S.A. 39:6A-4 (1973). With unlimited PIP coverage, the law was designed as a true no-fault system for the payment 

of medical expenses. Nevertheless, an automobile accident victim still had the right to sue for noneconomic damages, 

such as pain and suffering, based on fault, if the victim suffered permanent injuries or incurred treatment costs of 

$200 or more. Caviglia, 178 N.J. at 467, 842 A.2d 125. Then, as now, the automobile tort system had fault and no-

fault components. In promoting the adoption of the No Fault Act, Governor William Cahill expressed confidence that 

the new law would "preserv[e] th[e] victim's right to full and adequate compensation." Governor William T. Cahill, 

Second Annual Message 55 (Jan. 11, 1972). From the beginning, our automobile tort system did not envision that a 

victim would be left with uncompensated medical costs while [*48]  the wrongdoer walked away scot-free. 

The bright hopes for our no-fault system did not match the financial reality. "In the decades that followed the birth of 

No Fault, the Legislature grappled with the intractable problem of the spiraling cost of automobile insurance." Caviglia, 

178 N.J. at 468, 842 A.2d 125. The Legislature repeatedly amended the No Fault Act, "seeking to achieve the elusive 
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balance of making premiums affordable while allowing injured automobile accident victims to pursue compensation 

for their injuries." DiProspero, 183 N.J. at 485, 874 A.2d 1039. 

In 1990, the cost of escalating insurance rates led the Legislature to cap for the first time medical expense (PIP) 

benefits at "$250,000[] per person per accident." N.J.S.A. 39:6A-4(a) (1990) (emphasis omitted); N.J.S.A. 17:33B-

2(d) (1990). Nothing in the amended law barred an automobile accident victim from suing the wrongdoer for 

uncompensated costs exceeding $250,000. The 1990 amendments to the No Fault Act did not solve the crisis of 

rising insurance premiums that made automobile insurance unaffordable for many residents. 

In 1998, the Legislature addressed again the climbing costs of automobile insurance coverage that caused many low-

income residents to forgo insurance entirely. With the passage of the Automobile Insurance Cost Reduction [*49]  Act 

(AICRA), N.J.S.A. 39:6A-1.1 to -35, the Legislature declared the need to make automobile insurance more affordable 

to low-income residents: 
The high cost of automobile insurance in New Jersey has presented a significant problem for many-lower income 

residents of the state, many of whom have been forced to drop or lapse their coverage in violation of the State's 

mandatory motor vehicle insurance laws, making it necessary to provide a lower-cost option to protect people by 

providing coverage to pay their medical expenses if they are injured. 

[N.J.S.A. 39:6A-1.1(b).] 

The Legislature determined that one means of achieving the goal of affordable automobile insurance for low-income 

residents was to give them the choice of reduced premium payments in exchange for lesser PIP benefit coverage. 

Ibid. AICRA allowed residents to select between a standard and basic insurance policy. A standard policy permits an 

insured, in exchange for reduced premiums, the option of choosing "[m]edical expense benefits in amounts of 

$150,000, $75,000, $50,000 or $15,000 per person per accident" instead of the default amount of $250,000. N.J.S.A. 

39:6A-4.3(e); N.J.S.A. 39:6A-4. The basic policy also provides PIP benefit coverage "in an amount not to exceed 

$15,000 per person" for non-catastrophic [*50]  injuries. N.J.S.A. 39:6A-3.1(a). 

In 2003, the Legislature established the "special policy," a new automobile insurance policy designed "to assist certain 

low income individuals in this State and encourage their greater compliance in satisfying the mandatory private 

passenger automobile insurance requirements." N.J.S.A. 39:6A-3.3(a) (2003). In exchange for the lowest possible 

premium, an insured can select the special policy, which provides medical expense benefits only for "payment of 

treatment for emergency care in an amount not to exceed $250,000 per person per accident." See N.J.S.A. 39:6A-

3.3(b)(1). 

The Legislature enacted AICRA and other amendments to make insurance more affordable -- not to deny our citizens 

the right to recover their medical costs. See Wise v. Marienski, 425 N.J. Super. 110, 126, 39 A.3d 947 (Law. Div. 

2011) ("[T]he provision for lesser amounts of coverage was to enable lower-income drivers to enter the no-fault 

system, not have them take on potentially insurmountable medical bills in the event of a serious accident, with no 

means of recovery."). None of the No Fault amendments suggested that the trade-off for low-income residents 

purchasing policies with PIP coverage of less than $250,000 -- the only policies they presumably could afford -- was 

that they must sacrifice their common law right to [*51]  sue for uncompensated medical expenses. 

B. 

From its inception, the No Fault Act barred an injured driver "from suing the tortfeasor for the very PIP benefits 

reimbursable through his own insurance carrier." Caviglia, 178 N.J. at 467, 842 A.2d 125; N.J.S.A. 39:6A-12 (1973). 

That ensured that the victim did not receive a double recovery, limited litigation over paid PIP benefits, and provided 

relief to congested court calendars. Roig v. Kelsey, 135 N.J. 500, 513, 641 A.2d 248 (1994). 
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The plain language of N.J.S.A. 39:6A-12 makes clear that an automobile accident victim who receives PIP benefits 

cannot sue the wrongdoer for reimbursed medical expenses. N.J.S.A. 39:6A-12 provides that "evidence of the 

amounts collectible or paid" under a standard, basic, or special automobile insurance policy "to an injured person, 

including the amounts of any deductibles, copayments or exclusions, including exclusions pursuant to [N.J.S.A. 

39:6A-4.3], otherwise compensated is inadmissible in a civil action for recovery of damages for bodily injury by such 

injured person." That statute further provides: "Nothing in this section shall be construed to limit the right of recovery, 

against the tortfeasor, of uncompensated economic loss sustained by the injured party." Ibid. 

"For decades, courts have repeatedly stated that the primary purpose of N.J.S.A. 39:6A-12 is to prevent double 

recovery [*52]  of damages." Wise, 425 N.J. Super. at 123, 39 A.3d 947 (collecting cases); see also Roig, 135 N.J. 

at 512, 641 A.2d 248 ("The fear of double recovery, i.e., collecting PIP benefits and recovering through a civil action, 

had been the earliest concern about cost control . . . ."). The statute prevents double recovery of damages by barring 

the introduction of "evidence of the amounts collectible or paid" under a standard, basic, or special automobile 

insurance policy in a civil action. See N.J.S.A. 39:6A-12. 

N.J.S.A. 39:6A-4, in conjunction with N.J.S.A. 39:6A-4.3, provides for five PIP coverage options in a standard 

automobile insurance policy: $15,000, $50,000, $75,000, $150,000, or $250,000. PIP coverage of $250,000 is the 

default option unless the insured "affirmatively chose[] in writing" a lesser PIP coverage option.1 N.J.S.A. 39:6A-

4.3(e). The majority takes the position that if the insured does not opt for $250,000 in PIP coverage, the insured with 

lesser-elected coverage cannot sue for unpaid medical benefits unless they exceed $250,000. 

Whether insureds select a special or basic policy, which provides minimal PIP coverage, or one of the non-default 

standard policy options, such as $15,000 PIP coverage, will likely depend on their income. A rational policyholder 

who can afford $250,000 PIP coverage likely will opt for that [*53]  form of self-insurance coverage because payment 

of medical expenses will not depend on the amount of liability insurance the wrongdoer carries or whether the 

wrongdoer is insolvent. 

The majority makes the fanciful argument that an insured with $15,000 in PIP benefits, who is permitted to sue for 

uncompensated economic loss up to $250,000, may be in a superior position to an insured with PIP coverage of 

$250,000. That argument ignores that those who are self-insured with $250,000 in PIP coverage do not have to go 

through the rigors, uncertainties, and expenses of the tort system for payment of their medical expenses if they are 

negligently harmed. The low-income resident with $15,000 in PIP coverage holds no preferred status under the 

legislative scheme. That person would not have the right to immediate recovery of medical costs unlike his affluent 

counterpart. That person would have to file a lawsuit and take discovery, and then prove liability and the 

reasonableness of medical bills before a jury -- a process that often takes years and with no certain outcome. See 

Wise, 425 N.J. Super. at 125, 39 A.3d 947. Insureds who can afford only $15,000 in PIP coverage do not reap a 

windfall because they have the burden of proving to [*54]  a jury, rather than a PIP arbitrator, that their medical 

expenses are reasonable and necessary. 

Low-income residents do not have options available to affluent residents -- such as the option to purchase a platinum 

automobile insurance policy. The Legislature cannot remove income inequality in our State. But it has given all 

residents injured in automobile accidents access to our justice system for the recovery of uncompensated medical 

costs caused by negligent wrongdoers. That is the point missed by the majority. 

11 For those who select the $150,000, $75,000, $50,000, or $15,000 PIP coverage options, PIP benefits are still payable "in an

amount not to exceed $250,000 for all medically necessary treatment of permanent or significant" injuries as defined in N.J.S.A. 

39:6A-4.3(e). 
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The majority's interpretation cannot be reconciled with the Legislature's mandate that "[n]othing in [N.J.S.A. 39:6A-

12] shall be construed to limit the right of recovery, against the tortfeasor, of uncompensated economic loss sustained

by the injured party," N.J.S.A. 39:6A-12, and that the definition of economic loss includes "uncompensated . . . medical 

expenses," N.J.S.A. 39:6A-2(k). 

Let us look at the tale of two insureds under the majority's interpretive regime. Insureds Amy and Bill suffer injuries 

caused by negligent drivers and both incur $245,000 in medical costs. Amy was able to afford $250,000 in PIP 

coverage and therefore her medical costs will be paid in a timely manner by her carrier. Bill was able to afford 

only [*55]  $15,000 in PIP coverage and is barred from suing the negligent driver who has $500,000 in liability 

insurance for the $230,000 in unpaid medical costs. Bill will have liens placed on his home, his wages will be 

garnished, and his life will be left in economic ruins despite the fact he was an innocent victim of a tragic accident. 

The wrongdoer and his insurance carrier under this regime walk free of the financial carnage left behind. 

Barring an automobile accident victim bound to the $15,000 PIP coverage option from seeking reimbursement of 

medical expenses exceeding $15,000 from the tortfeasor is not merely at odds with N.J.S.A. 39:6A-12's clear 

language, but also renders the statutory scheme inequitable and irrational -- a result that the Legislature did not 

intend. In the Haines case, a son was operating his father's car when he was injured in an accident due to the 

negligence of others. The son was bound to his father's selection of the $15,000 PIP coverage and left with 

approximately $28,000 in unpaid medical expenses that he could not recoup from the alleged wrongdoers. This unjust 

result has further unforeseen consequences. Healthcare providers may refuse to offer medical services if the 

payment [*56]  of their medical costs cannot be guaranteed. To the extent that some innocent victims of automobile 

accidents may turn to charity care, then the cost will be borne by all taxpayers. 

Even if N.J.S.A. 39:6A-12 were susceptible to two plausible interpretations, the "settled rule [is] that a statute in 

derogation of the common law must be strictly construed." Farmers Mut. Fire Ins. Co. of Salem v. N.J. Prop.-Liab. 

Ins. Guar. Ass'n, 215 N.J. 522, 545, 74 A.3d 860 n.6 (2013) (quoting Ross v. Miller, 115 N.J.L. 61, 64, 178 A. 771 

(Sup. Ct. 1935)). The right to sue a wrongdoer for the costs of injuries caused to an innocent victim is a hallmark of 

our common law. Jersey Cent. Power & Light Co. v. Melcar Util. Co., 212 N.J. 576, 594, 59 A.3d 561 (2013) 

("Negligence liability is rooted in fundamental, common-law 'social, moral and ethical policy' . . . ." (quoting Wytupeck 

v. Camden, 25 N.J. 450, 460, 136 A.2d 887 (1957))).

It bears mentioning that under N.J.S.A. 39:6A-8(b), an insured may select the "[n]o limitation on lawsuit option," which 

permits the filing of a lawsuit for pain and suffering of an indeterminate dollar value, regardless of whether the victim 

suffered permanent injuries. If Haines's father had selected the no limitation on lawsuit option, Haines theoretically 

could have recovered $28,000 in pain and suffering damages but, given the majority's interpretation of N.J.S.A. 39:6A-

12, not recover $28,000 in unpaid medical expenses. Looking at the statutory framework as a whole underscores the 

weakness of the majority's position. 

The majority states that [*57]  it "cannot conclude that the Legislature clearly intended N.J.S.A. 39:6A-12 to allow 

fault-based suits consisting solely of economic damages claims for medical expenses in excess of an elected lesser 

amount of available PIP coverage." Ante at     (slip op. at 30-31). Presumably, the majority's reasoning here would 

also bar tort victims with basic and special policies from suing for medical expenses of less than $250,000 because, 

like Haines and Little, those basic and special policyholders also had the option of purchasing a standard policy with 

the maximum $250,000 in benefits, but elected not to do so. 

The Legislature did not frame a statute that denied innocent automobile victims the right to sue for the recovery of 

their medical expenses merely because they could not afford to pay for a better insurance policy. It is not a fair trade-

off, as the majority argues, to deny an insured who can afford only $15,000 in PIP coverage the opportunity to recoup 

$235,000 in unpaid medical costs caused by a negligent wrongdoer. 
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Last, the Court's 1994 decision in Roig, 135 N.J. 500, 641 A.2d 248, does not command the inequitable outcome 

reached by the majority. In Roig, the Court construed the then-version of N.J.S.A. 39:6A-12 as prohibiting the victim 

of a motor vehicle accident [*58]  from recovering "from a tortfeasor the medical-expense deductible and twenty-

percent copayment under a personal-injury-protection (PIP) policy." Id. at 501, 641 A.2d 248. The Court reasoned 

that, in passing the no-fault scheme, "the Legislature intended to eliminate minor personal-injury-automobile-

negligence cases from the court system." Id. at 510, 641 A.2d 248. In Roig, the plaintiff was suing to recoup the 

deductible and copayment for less than $600 in medical expenses. Id. at 501, 641 A.2d 248. Cases such as Roig, in 

which plaintiffs might seek recovery of copayments and deductibles represent the type of minor personal-injury 

actions that the Court feared would clog an already congested civil court system. Id. at 515, 641 A.2d 248 ("[T]he 

Legislature did not intend that the insured could sue the tortfeasor for the minor amounts of unpaid deductibles and 

copayments."). The amounts at issue here are far from minimal. 

Significantly, four years after the Roig decision, the Legislature in 1998 made clear that the definition of economic 

loss in N.J.S.A. 39:6A-12 included uncompensated medical expenses, N.J.S.A. 39:6A-2(k) -- a move presumably 

intended to interdict the misguided interpretation that the majority now gives to the statute. 

At least since 2011, after Judge Grispin's decision in Wise, the Essex County vicinage [*59]  has operated under an 

interpretation of N.J.S.A. 39:6A-12 that allows accident victims to sue for uncompensated medical costs. Nothing in 

the record suggests that the machinery of justice in Essex County has come to a grinding halt or is even lumbering 

along. Moreover, our courts routinely handle claims of less than $3000 in the Small Claims Section of the Special 

Civil Part, R. 6:1-2(a)(2), and claims of less than $15,000 in the regular Special Civil Part, R. 6:1-2(a)(1), in all manner 

of cases. In a judicial system that opens the courthouse door to even minor claims, the denial of the right of an 

automobile accident victim to seek recovery of substantial amounts of uncompensated medical costs from the 

wrongdoer is inconsistent with notions of equal justice. 

II. 

Today's decision will have a devastating impact on low-income insureds who must settle for lesser PIP coverage 

options because they cannot afford the highest coverage. Because of their financial circumstances, those insureds 

are denied access to the courts to recover their uncompensated medical expenses from the wrongdoers who caused 

their injuries. Some automobile injury victims and their families may be bowed by crushing debt; others may be 

bankrupted. The message from [*60]  the majority opinion is that the innocent insured must bear the financial burden 

caused by the irresponsible wrongdoer. That perverse concept is not written into N.J.S.A. 39:6A-12, was not intended 

by the Legislature, and is completely foreign to our common law. 

The Legislature can fix the inequity read into the statute by the majority if it wishes to do so. 

For the reasons expressed, I respectfully dissent. 

End of Document
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Case Summary 

Overview 

HOLDINGS: [1]-In a product-liability suit asserting failure to adequately warn with regard to a prescription medication, 

plaintiffs did not overcome New Jersey's Products Liability Act's, N.J.S.A. § 2A:58C-4's, presumption of adequacy for 

medication warnings approved by the FDA and that, as a matter of law, the warnings provided physicians with 

adequate information to warn their patients of the risks of contracting inflammatory bowel disease; [2]-The rebuttable 

presumption of adequacy attaching to an FDA-approved drug label was held overcome when a plaintiff presents clear 

and convincing evidence that a manufacturer knew or should have known, based on newly acquired information, of 

a causal association between the use of the drug and a clinically significant hazard" and that the manufacturer failed 

to update the label accordingly. 
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Judgment reversed, in part, affirmed, in part; the 532 failure-to-warn cases brought by plaintiffs against defendant 

dismissed. 

LexisNexis® Headnotes 

Business & Corporate Compliance > ... > Governments > Agriculture & Food > Federal Food & Drugs Act 

Torts > Products Liability > Types of Defects > Marketing & Warning Defects 
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Act 

HN1[ ]  Agriculture & Food, Federal Food & Drugs Act 

The New Jersey's Products Liability Act (PLA), N.J.S.A. § 2A:58C-4, presumption of adequacy for medication 

warnings approved by the FDA gives a reasonable measure of protection to pharmaceutical companies, which are 

researching and developing medications to combat diseases and maladies that afflict people around the world. New 

Jersey also has an interest in ensuring that its companies are producing safe medications and attaching warnings 

that advise the public of their risks and benefits. 

Civil Procedure > Preliminary Considerations > Federal & State Interrelationships > Choice of Law 

Torts > Procedural Matters > Conflict of Law 

Civil Procedure > Appeals > Standards of Review > De Novo Review 

HN2[ ]  Federal & State Interrelationships, Choice of Law 

The Supreme Court of New Jersey reviews those choice-of-law decisions de novo, owing no deference to the legal 

conclusions reached by either court, unless persuaded by their reasoning. 

Civil Procedure > Preliminary Considerations > Federal & State Interrelationships > Choice of Law 

Torts > Procedural Matters > Conflict of Law 

HN3[ ]  Federal & State Interrelationships, Choice of Law 

The New Jersey Supreme Court applies New Jersey's choice-of-law rules in determining whether this State's or 
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the litigation are in conflict. If there is not an actual conflict in the substance of the potentially applicable laws" of the 
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two jurisdictions, then there is no choice-of-law issue to be resolved, and the forum state applies its own law. A conflict 

of law arises when the application of one or another state's law may alter the outcome of the case, or when the law 

of one interested state is offensive or repugnant to the public policy of the other. 

Business & Corporate Compliance > ... > Governments > Agriculture & Food > Federal Food & Drugs Act 

Torts > Products Liability > Types of Defects > Marketing & Warning Defects 

Evidence > Inferences & Presumptions > Presumptions > Rebuttal of Presumptions 

Business & Corporate Compliance > ... > Governments > Agriculture & Food > Federal Food, Drug & Cosmetic 

Act 

HN4[ ]  Agriculture & Food, Federal Food & Drugs Act 

New Jersey's rebuttable presumption of adequacy, which specifically attaches to FDA-approved warnings, sets our 

law apart from most other states' laws. Texas also has a presumption of adequacy for FDA-approved warnings, but 

its presumption is evidently more difficult to overcome than New Jersey's presumption. Indiana, Kansas, North 

Dakota, Oklahoma, Oregon, Tennessee, Utah, and Wisconsin have a general rebuttable presumption that applies to 

all product warnings, which can be overcome either by a mere preponderance of the evidence or by sufficient 

evidence. 

Business & Corporate Compliance > ... > Governments > Agriculture & Food > Federal Food & Drugs Act 

Torts > Products Liability > Types of Defects > Marketing & Warning Defects 

Evidence > Inferences & Presumptions > Presumptions > Rebuttal of Presumptions 
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Act 

HN5[ ]  Agriculture & Food, Federal Food & Drugs Act 

The plaintiffs can overcome the presumption of adequacy in Texas by showing that a defendant withheld from or 

misrepresented to the FDA mandatory material information that was relevant to the performance of the product and 

causally related to the claimant's injury. Tex. Civ. Prac. & Rem. Code Ann. § 82.007(b)(1). However, unlike New 

Jersey, Texas does not apparently recognize economically-driven manipulation of the post-market regulatory 

process, or clear and convincing evidence that a manufacturer knew or should have known in the post marketing 

phase that the drug warning was inadequate as sufficient bases for overcoming the presumption of adequacy. 
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Business & Corporate Compliance > ... > Governments > Agriculture & Food > Federal Food, Drug & Cosmetic 

Act 

HN6[ ]  Agriculture & Food, Federal Food & Drugs Act 

The laws of the remaining jurisdictions do not protect a product's warnings with a presumption of adequacy. 

Nevertheless, in Alabama, California, Colorado, Indiana, Maryland, Louisiana, Mississippi, New York, and Virginia, a 

drug warning is adequate as a matter of law if it provides clear and specific information about a potential risk. New 

Jersey's presumption of adequacy for FDA-approved label warnings seemingly gives greater protection to 

pharmaceutical companies than the laws of other states, but not necessarily so. 

Civil Procedure > ... > Federal & State Interrelationships > Choice of Law > Governmental Interests 

Torts > Procedural Matters > Conflict of Law > Governmental Interests 

Torts > Procedural Matters > Conflict of Law > Significant Relationships 

Civil Procedure > ... > Federal & State Interrelationships > Choice of Law > Significant Relationships 

HN7[ ]  Choice of Law, Governmental Interests 

In Camp Jaycee, the New Jersey Supreme Court has adopted the most-significant-relationship test as the paradigm 

for deciding which state's substantive law applies in personal injury cases involving more than one state. The most-

significant-relationship test embodies all the elements of this Court's former governmental-interest test and adds a 

series of other factors deemed worthy of consideration. Under the governmental-interest test, a court must identify 

the governmental policies underlying the law of each state and how those policies are affected by each state's 

contacts to the litigation and to the parties. 

Civil Procedure > Preliminary Considerations > Federal & State Interrelationships > Choice of Law 

Torts > Procedural Matters > Conflict of Law 

HN8[ ]  Federal & State Interrelationships, Choice of Law 

In Ginsberg v. Quest Diagnostics, Inc., the New Jersey Supreme Court has acknowledged that a defendant-by-

defendant choice-of-law analysis is not feasible in every matter, particularly in a complex case with many parties from 

different states. In such a scenario, the trial court retains the discretion to decline a defendant-by-defendant approach 

and, utilizing a treatise analysis, apply the law of a single state to claims asserted against all defendants. It also bears 

mentioning that, among academic experts in the field of conflict of laws, there is a consensus, at least, that ordinary 

choice-of-law practices should yield in suits consolidating large numbers of claims and that courts should apply a 

single law in such cases-but there are dissenting voices. 

Civil Procedure > Preliminary Considerations > Federal & State Interrelationships > Choice of Law 

Torts > Procedural Matters > Conflict of Law 
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HN9[ ]  Federal & State Interrelationships, Choice of Law 

In an action for a personal injury, the local law of the state where the injury occurred determines the rights and 

liabilities of the parties, unless, with respect to the particular issue, some other state has a more significant relationship 

under the principles of choice of law to the occurrence and the parties, in which event the local law of the other state 

will be applied. 

Civil Procedure > Preliminary Considerations > Federal & State Interrelationships > Choice of Law 

Torts > Procedural Matters > Conflict of Law 

HN10[ ]  Federal & State Interrelationships, Choice of Law 

The contacts weighed in making that assessment include: (a) the place where the injury occurred, (b) the place where 

the conduct causing the injury occurred, (c) the domicile, residence, nationality, place of incorporation and place of 

business of the parties, and (d) the place where the relationship, if any, between the parties is centered. These 

contacts are to be evaluated according to their relative importance with respect to the particular issue. A weighing of 

those contacts yields mixed results. The injuries caused by the putative failure to give adequate warnings occurred 

in forty-four other jurisdictions, but New Jersey is where the alleged conduct causing the injury occurred-the 

manufacturing and labeling of Accutane. When both conduct and injury occur in a single jurisdiction, with only rare 

exceptions, the local law of the state where conduct and injury occurred will be applied to determine an actor's liability. 

The logic is that a state has an obvious interest in regulating the conduct of persons within its territory and in providing 

redress for injuries that occurred there. 

Civil Procedure > Preliminary Considerations > Federal & State Interrelationships > Choice of Law 

Torts > Procedural Matters > Conflict of Law 

HN11[ ]  Federal & State Interrelationships, Choice of Law 

The factors relevant to the choice of the applicable rule of law include (a) the needs of the interstate and international 

systems, (b) the relevant policies of the forum, (c) the relevant policies of other interested states and the relative 

interests of those states in the determination of the particular issue, (d) the protection of justified expectations, (e) the 

basic policies underlying the particular field of law, (f) certainty, predictability and uniformity of result, and (g) ease in 

the determination and application of the law to be applied. 

Civil Procedure > Preliminary Considerations > Federal & State Interrelationships > Choice of Law 

Torts > Procedural Matters > Conflict of Law 

HN12[ ]  Federal & State Interrelationships, Choice of Law 

New Jersey's interstate system recognizes that the forum state should not apply its choice-of-law principles in a way 

that discriminates against out-of-state residents. That is the essence of comity. The tort systems of all the jurisdictions 

involved share the same general goals-ensuring that pharmaceutical companies market drugs that are reasonably 

https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5TD8-YG61-F5T5-M15C-00000-00&context=&link=LNHNREFclscc9
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5TD8-YG61-F5T5-M15C-00000-00&context=&link=LNHNREFclscc10
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5TD8-YG61-F5T5-M15C-00000-00&context=&link=LNHNREFclscc11
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5TD8-YG61-F5T5-M15C-00000-00&context=&link=LNHNREFclscc12


Page 7 of 44 

In re Accutane Litig. 

MICHAEL DONAHUE 

safe for consumption by the public and that the drugs' label warnings adequately inform the physicians who prescribe 

the medications and the patients who use them of the medications' potential benefits and risks. Each jurisdiction 

regulates, in some way, a pharmaceutical company's responsibility for the accuracy of its label warnings in the initial 

marketing and postmarketing phases of a drug. The differences in each jurisdiction's law are sometimes subtle, and 

the precise meaning of another jurisdiction's law is many times far from self-evident. In some instances, the New 

Jersey Supreme Court has difficulty construing its own State's laws, particularly when legislation is written in broad 

terms and legislative history gives little guidance for the interpretive process. 

Civil Procedure > Preliminary Considerations > Federal & State Interrelationships > Choice of Law 

Torts > Procedural Matters > Conflict of Law 

Civil Procedure > Preliminary Considerations > Venue > Multidistrict Litigation 

HN13[ ]  Federal & State Interrelationships, Choice of Law 

The parties' expectations ordinarily play little or no part in a choice-of-law question in the field of torts. Nonetheless, 

to the extent that the parties' expectations are relevant, is it realistic that plaintiffs should expect to carry with them 

the forty-four different laws of their home states or the state where their injuries occurred when their cases are 

consolidated for administrative purposes under the umbrella of Multicounty Litigation-- a designation intended to make 

more manageable the processing of hundreds and sometimes thousands of cases? One of the reasons for joining 

together so many cases before a single judge is to gain the benefits of administrative efficiency. 

Civil Procedure > Preliminary Considerations > Venue > Multidistrict Litigation 

Torts > Procedural Matters > Multiple Defendants 

HN14[ ]  Venue, Multidistrict Litigation 

Under R. 4:38A, the New Jersey Supreme Court may designate a case or category of cases as Multicounty Litigation 

(MCL) to receive centralized management in accordance with promulgated criteria and procedures. MCL is a grouping 

of mass tort cases that typically involve substantial numbers of claims associated with a single product, a mass 

disaster, or a complex environmental event. One of the criteria for MCL status is whether the cases involve many 

claims with common, recurrent issues of law and fact. Other criteria include whether centralized management is fair 

and convenient to the parties, witnesses and counsel and whether the cases require specialized expertise and case 

processing. 

Civil Procedure > Preliminary Considerations > Venue > Multidistrict Litigation 

Torts > Procedural Matters > Multiple Defendants 

HN15[ ]  Venue, Multidistrict Litigation 

Either an Assignment Judge or an interested attorney may apply to the New Jersey Supreme Court to have the 

case(s) classified as Multicounty Litigation (MCL). If the Court classifies a case as MCL, it is assigned to a particular 
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judge. 
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HN16[ ]  Agriculture & Food, Federal Food & Drugs Act 

In enacting the New Jersey's Products Liability Act (PLA), N.J.S.A. 2A:58C-4, the New Jersey Legislature has 

intended to both codify the existing common law and provide some sense of order and clarity to products liability 

cases within New Jersey. N.J.S.A. § 2A:58C-1. The PLA is a codification of tort-law principles, where the state has 

traditionally exercised its historic police powers. Under N.J.S.A. § 2A:58C-4, the manufacturer or seller is not liable if 

a product contains an adequate warning or instruction about the dangers of the product. The PLA defines an adequate 

warning or instruction as one that a reasonably prudent person in the same or similar circumstances would have 

provided with respect to the danger and that communicates adequate information on the dangers and safe use of the 

product, taking into account the characteristics of, and the ordinary knowledge common to, the persons by whom the 

product is intended to be used, or in the case of prescription drugs, taking into account the characteristics of, and the 

ordinary knowledge common to, the prescribing physician. N.J.S.A. § 2A:58C-4. 
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HN17[ ]  Agriculture & Food, Federal Food & Drugs Act 

In the case of prescription drugs, New Jersey's Products Liability Act (PLA), N.J.S.A. 2A:58C-4, codifies what is 

commonly referred to as the learned intermediary doctrine -- a doctrine that acknowledges that the physician acts as 

the intermediary between the manufacturer and the patient. The prescribing physician -- as a learned intermediary -- 

generally is in the best position to advise the patient of the benefits and risks of taking a particular drug to treat a 

medical condition. Under the learned intermediary doctrine, a pharmaceutical manufacturer generally discharges its 

duty to warn the ultimate user of prescription drugs by supplying physicians with information about the drug's 

dangerous propensities. Under the PLA, a presumption of adequacy attaches to a product's label warnings approved 

by the Food and Drug Administration. N.J.S.A. § 2A:58C-4 provides that if the warning or instruction given in 

connection with a drug or device or food or food additive has been approved or prescribed by the federal Food and 

Drug Administration under federal laws, a rebuttable presumption shall arise that the warning or instruction is 

adequate. 
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HN18[ ]  Agriculture & Food, Federal Food & Drugs Act 

The New Jersey Legislature, by attaching a presumption of adequacy to FDA-approved warnings, recognized the 

preeminent role of federal regulation of drugs and medical devices. The PLA accepts FDA regulation and enforcement 

mechanisms as ordinarily sufficient to deter New Jersey pharmaceutical companies from manufacturing unsafe 

prescription drugs. 
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HN19[ ]  Agriculture & Food, Federal Food & Drugs Act 

The FDA is responsible for promoting the public health by promptly and efficiently reviewing drug manufacturers' 

clinical research and taking appropriate action on the marketing of regulated products in a timely manner. 21 U.S.C.S. 

§ 393(b)(1). Before a pharmaceutical company can market any new drug, it must complete the process for a New

Drug Application (NDA), during which the FDA conducts a rigorous review to ensure that the drug is safe and effective. 

21 C.F.R. § 314.2;  21 C.F.R. § 314.1 to.170. As part of the NDA, the FDA requires extensive information, including 

the ingredients of the drug, its biological mechanisms, and the results of animal studies and clinical tests. 21 C.F.R. 

§ 314.50. The FDA also ensures that the drug label summarizes the essential scientific information needed for the

safe and effective use of the drug and describes potential safety hazards associated with use of the drug. 21 C.F.R. 

§ 201.56(a).
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HN20[ ]  Agriculture & Food, Federal Food & Drugs Act 

The FDA's oversight is at its peak before a new drug goes to market. When the FDA approves new drug, it is in the 

best position to be the exclusive arbiter of a drug's safety and effectiveness because it then has had access to and 

has devoted considerable resources to reviewing carefully all of the extant health and safety data relating to the drug. 

The clinical trials of a drug, however, may not identify all of the drug's risks by the time of FDA approval. After the 
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drug goes to market, the manufacturer may receive critical new information about the risks, benefits, and optimal use 

of the drug. 21 U.S.C.S. § 314.80(b). During the postmarketing period, when the drug is widely prescribed, risks 

emerge that were not foreseen by the drug's manufacturer or the FDA and, for that reason, are not addressed on the 

label. 
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HN21[ ]  Agriculture & Food, Federal Food & Drugs Act 

Under federal law, the manufacturer is responsible for the adequacy of a drug label's warnings not only when it files 

a New Drug Application, 21 U.S.C.S. § 355(b)(1), (d), (j)(2)(A), but also during the period when the drug is on the 

market after FDA approval. After a manufacturer becomes aware of a previously unknown significant risk about a 

drug, the manufacturer must update the label to account for that risk in accordance with 21 C.F.R. §§ 314.70. The 

FDA requires a manufacturer to change a drug's labeling to reflect newly acquired information in certain 

circumstances. For example, a manufacturer must add or strengthen a contraindication, warning, precaution, or 

adverse reaction for which the evidence of a causal association satisfies the standard for inclusion in the labeling 

under 21 C.F.R. § 201.57(c). In turn, 21 C.F.R. § 201.57(c)(6) requires that a drug's labeling must be revised to 

include a warning about a clinically significant hazard as soon as there is reasonable evidence of a causal association 

with a drug; a causal relationship need not have been definitely established. Thus, federal regulations make clear 

that drug manufacturers are responsible for the postmarketing surveillance of their products, 21 C.F.R. § 314.80(b), 

and have a continuing responsibility to maintain their labeling and update the labeling with new safety information. 
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HN22[ ]  Agriculture & Food, Federal Food & Drugs Act 

The Court in Wyeth has held that federal law did not preempt a state-law tort action against a manufacturer of a 

prescription brand-name drug for its failure to give adequate warnings about the significant risks of administering the 

drug. Indeed, one of the central premises of the Federal Food, Drug, and Cosmetic Act (FDCA) and FDA regulations 

is that the manufacturer bears responsibility for the content of its label at all times and is charged both with crafting 

an adequate label and with ensuring that its warnings remain adequate as long as the drug is on the market. Under 

the changes being effected (CBE) regulation, 21 C.F.R. § 314.70(c), a manufacturer can unilaterally strengthen label 

warnings before the FDA's approval. The CBE regulation, in defined circumstances, provides that a manufacturer 

may make a label change when it files a supplemental application with the FDA -- and before FDA approval -- that is 

intended to increase the safe use of the drug product. 21 C.F.R. § 314.70(c)(6)(iii)(A), (C). In Wyeth, when the risk 

became apparent to the manufacturer that its drug might cause serious harm, the manufacturer had a duty to provide 
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a warning that adequately described that risk, and the CBE regulation permitted it to provide such a warning before 

receiving the FDA's approval. 
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HN23[ ]  Agriculture & Food, Federal Food & Drugs Act 

The New Jersey Supreme Court has concluded that failure-to warn lawsuits against manufacturers provide a 

complementary form of drug regulation in the postmarketing phase. In that phase, the Court recognizes, the FDA's 

monitoring is far from foolproof. As the Court observes, the FDA has limited resources to monitor the 11,000 drugs 

on the market, and manufacturers have superior access to information about their drugs, especially in the 

postmarketing phase as new risks emerge. State tort suits uncover unknown drug hazards and provide incentives for 

drug manufacturers to disclose safety risks promptly. They also serve a distinct compensatory function that may 

motivate injured persons to come forward with information. Failure-to-warn actions, in particular, lend force to the 

FDCA's premise that manufacturers, not the FDA, bear primary responsibility for their drug labeling at all times. 
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HN24[ ]  Agriculture & Food, Federal Food & Drugs Act 

The rebuttable presumption of adequacy that attaches to an FDA-approved warning in New Jersey's Products Liability 

Act (PLA), N.J.S.A. § 2A:58C-4 necessarily helps to ensure that manufacturers are not made guarantors against 

remotely possible, but not scientifically-verifiable, side-effects of prescription drugs, and reduces the burden placed 

on [manufacturers of medications with FDA-approved warnings by product liability litigation. The New Jersey 

Legislature, however, gives no precise guidance either in the Products Liability Act or in its legislative history 

suggesting the proofs necessary to overcome the rebuttable presumption of adequacy of FDA-approved warnings. 

In Feldman v. Lederle Laboratories, the Court acknowledges that the PLA's plain language defies the conclusion that 

the presumption cannot be overborne. Feldman, however, does not detail the proofs necessary to overcome the 

presumption, despite its reference to the general means of overcoming a presumption. The Court in Perez for the 

first time addresses the role of the federal regulatory process in relation to the PLA's presumption of adequacy that 

attaches to FDA-approved drugs. 
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HN25[ ]  Agriculture & Food, Federal Food & Drugs Act 

In Perez, the New Jersey Supreme Court has primarily focused on the learned intermediary doctrine, holding that the 

doctrine did not apply when a pharmaceutical company engaged in direct marketing of a product to consumers. Within 

that context, the Court also declares that in the area of direct-to-consumer advertising of pharmaceuticals, the same 

rebuttable presumption of adequacy should apply when a manufacturer complies with FDA advertising, labeling and 

warning requirements. The Court makes clear that FDA regulations are pertinent in determining the nature and extent 

of any duty of care that should be imposed on pharmaceutical manufacturers and that FDA regulations serve as 

compelling evidence that a manufacturer satisfied its duty to warn the physician about potentially harmful side effects 

of its product. Significantly, the Court generally cited FDA advertising regulations and did not distinguish between 

FDA regulations governing pharmaceutical drugs in the premarketing and postmarketing phases. 
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HN26[ ]  Agriculture & Food, Federal Food & Drugs Act 

In the absence of statutory language or legislative history suggesting the standard to overcome the rebuttable 

presumption, the Court in Perez turned to the punitive damages section of the New Jersey's Products Liability Act 

(PLA), N.J.S.A. 2A:58C-4, for guidance. N.J.S.A. § 2A:58C-5(c) states in part that punitive damages are not available 

if a drug is generally recognized as safe and effective pursuant to the FDA's packaging and labeling regulations, 

except where the product manufacturer knowingly withheld or misrepresented information required to be submitted 

under the agency's regulations, which information was material and relevant to the harm in question. Adapting that 

language to the rebuttable presumption of adequacy accorded to FDA-approved label warnings, the Court held that 

absent deliberate concealment or nondisclosure of after-acquired knowledge of harmful effects, compliance with FDA 

standards should be virtually dispositive of product-liability and failure-to-warn claims. This presumptive effect is in 

accordance with legislative intent that we discern from the punitive damages provision of the PLA concerning FDA 

labeling and pre-marketing requirements. 
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HN27[ ]  Agriculture & Food, Federal Food & Drugs Act 

Even when manufacturers forward newly acquired information about a drug's risks to the FDA, Wyeth and the federal 

regulatory system make clear that manufacturers bear the ultimate responsibility for monitoring the effects of the 

drugs they place on the market. The manufacturer's postmarketing obligation to update a label's warnings consistent 

with 21 C.F.R. § 201.57(c) and 21 C.F.R. § 314.70(c) is especially significant given that the FDA's oversight 

capabilities are limited due to overstretched resources in monitoring thousands of drugs on the market. Thus, an 

FDA-approved warning for a drug on the market for many years may grow stale in light of newly acquired information 

about a clinically significant hazard in the use of the drug by certain consumers. 21 C.F.R. § 201.57(c); 21 C.F.R. § 

314.70(c). Prior FDA approval of a label's warning is not a license for a manufacturer to withhold updating and revising 

that warning in accordance with federal regulations. 
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HN28[ ]  Agriculture & Food, Federal Food & Drugs Act 

The New Jersey's Products Liability Act (PLA), N.J.S.A. 2A:58C-4, provides manufacturers with the protection of a 

rebuttable presumption of adequacy of an FDA-approved label warning. N.J.S.A. § 2A:58C-4. An adequate warning 

for a prescription drug is one that a reasonably prudent manufacturer would have provided concerning dangers related 

to the drug's use taking into account the characteristics of, and the ordinary knowledge common to, the prescribing 

physician. A duty to warn arises if a manufacturer actually knew or should have known of the need to issue a particular 

warning. 
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HN29[ ]  Agriculture & Food, Federal Food & Drugs Act 

Consistent with Perez and McDarby, and the federal regulatory scheme, the New Jersey Supreme Court holds that 

the rebuttable presumption of adequacy attaching to an FDA-approved drug label is overcome when a plaintiff 

presents clear and convincing evidence that a manufacturer knew or should have known, based on newly acquired 

information, of a causal association between the use of the drug and a clinically significant hazard" and that the 

manufacturer failed to update the label accordingly. 21 C.F.R. § 201.57(c); 21 C.F.R. § 314.70(c). The New Jersey 
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Supreme Court adds one caveat. A manufacturer that acts in a reasonable and timely way to update its label warnings 

with the FDA, in accordance with its federal regulatory responsibilities, will receive the protection of the rebuttable 

presumption. If not, it cannot seek shelter behind it. The heightened standard of clear and convincing evidence is in 

keeping with the high threshold set by Perez. Clear and convincing evidence is evidence that produces a firm belief 

or conviction in the truth of the alleged facts. More descriptively, it is evidence so clear, direct, weighty in terms of 

quality, and convincing as to cause one to come to a clear conviction of the truth of the precise facts in issue. 
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HN30[ ]  Agriculture & Food, Federal Food & Drugs Act 

Faced with clear and convincing evidence of a label warning's inadequacy based on the FDA's label warning updating 

requirements set forth in 21 C.F.R. § 201.57(c) and 21 C.F.R. § 314.70(c), a responsible drug manufacturer will take 

action to revise its drug label warnings. The New Jersey's Products Liability Act (PLA), N.J.S.A. 2A:58C-4's, rebuttable 

presumption of adequacy that attaches to label warnings gives pharmaceutical companies the protection necessary 

to research and develop the drugs that will improve and extend the lives of people around the world. The presumption 

of adequacy protects manufacturers from unmeritorious lawsuits. The New Jersey Legislature, however, envisioned 

that, in appropriate circumstances, the presumption would be overcome. The PLA's plain language defies the 

conclusion that the presumption cannot be overborne. In passing the PLA, the Legislature has affirmed New Jersey's 

substantial interest in deterring its manufacturers from developing, making, and distributing unsafe products, including 

inadequately labeled prescription drugs. 
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HN31[ ]  Agriculture & Food, Federal Food & Drugs Act 

Three pathways are available to overcome the presumption of adequacy. The first pathway is if a plaintiff can establish 

deliberate concealment or nondisclosure of after-acquired knowledge of harmful effects. The second is if a plaintiff 

can demonstrate economically-driven manipulation of the post-market regulatory process. The third is if a plaintiff can 

prove by clear and convincing evidence that a manufacturer knew or should have known in the postmarketing phase 

that the drug warnings were inadequate based on the label warning updating requirements in 21 C.F.R. § 201.57(c), 

21 C.F.R. § 314.70(c), or any other pertinent federal regulation. 
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In re: Accutane Litigation (A-26/27-17) (079933) 

Argued April 23, 2018 — Decided October 3, 2018 

ALBIN, J., writing for the Court. 

This appeal arises from 532 product-liability claims filed against Hoffmann-La Roche Inc. and Roche Laboratories 

Inc. (collectively Roche), corporations with their principal places of business in New Jersey. Roche developed, 

manufactured, marketed, and labeled Accutane, a prescription medication for the treatment of severe and persistent 

cases of acne. Plaintiffs allege that Accutane, prescribed by their physicians, caused them to contract inflammatory 

bowel disease (IBD) and that Roche failed to give adequate label warnings to advise them of the known risks of the 

medication. Of the 532 plaintiffs, 18 are New Jersey residents and 514 are residents of 44 other jurisdictions. Plaintiffs' 

claims are designated as Multicounty Litigation [***2]  (MCL) and consolidated in the Atlantic County Superior Court. 

The Court considers two issues. The first is what law governs whether Roche's label warnings were adequate — the 

law of each of the 45 jurisdictions in which plaintiffs were prescribed and took Accutane or the law of New Jersey 

where the 532 cases are consolidated. The second issue is the adequacy of the label warnings for the period after 

April 2002. Because Roche's warnings received the approval of the FDA, they enjoy a "rebuttable presumption" of 

adequacy under New Jersey's Products Liability Act (PLA). See N.J.S.A. 2A:58C-4. That presumption provides 

pharmaceutical companies greater protection in New Jersey than in many other jurisdictions. 

By April 10, 2002, Roche had generated a variety of FDA-approved Accutane warning labels and materials for a 

target audience of prescribing physicians, pharmacists, and patients. The physician label advises prescribing 

physicians that not only has IBD been associated with the taking of Accutane, but that symptoms of the disease "have 

been reported to persist after Accutane treatment has been stopped." In addition, Roche provided physicians with a 

Best Practices Guide, as well as a Patient Safety Packet [***3]  to give to their patients. Roche developed, in 

conjunction with the FDA, a Medication Guide for pharmacists to distribute to Accutane patients when they received 

their prescriptions. Like the Patient Safety Packet, the Medication Guide warned of "possible serious side effects" 

from Accutane and described IBD symptoms in simple and plain language. Roche also required pharmacists to 

dispense Accutane pills in "blister packaging" that again warned the patient that Accutane could have serious 

gastrointestinal side effects. Accordingly, by 2002, before taking Accutane, patients received the IBD warnings from 

their prescribing physicians and from their pharmacies. The FDA reviewed and approved each of Roche's warning 

tools. 

Plaintiffs focus on excerpts from several internal Roche documents as evidence that Roche should have given better 

warnings. 

In 2015, in a series of rulings, the trial court concluded that the New Jersey PLA governed not only the 18 in-state 

claims but also the 514 claims that involved plaintiffs who were prescribed and took Accutane in 44 other jurisdictions. 

The court granted Roche's motion for summary judgment, determining that plaintiffs failed to overcome the 

presumption [***4]  of adequacy that attached to the post-2002 Accutane label warnings approved by the FDA. The 

https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-BKM1-6F13-047M-00000-00&context=
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court dismissed the 532 product-liability actions brought against Roche. 

The Appellate Division reversed in part and affirmed in part. Applying the relevant sections of the Restatement 

(Second) of Conflict of Laws ("Restatement"), the panel concluded that each individual case had to be judged under 

the substantive law of the jurisdictions where each plaintiff was prescribed and took Accutane — forty-five jurisdictions 

in all. The panel affirmed the grant of summary judgment in favor of Roche in those cases involving plaintiffs who 

were prescribed and took Accutane in seven states because "[i]t is enough in these jurisdictions that IBD was 

referenced" in Roche's label warnings to render them adequate as a matter of law. The panel also affirmed the grant 

of summary judgment in those cases involving the Texas plaintiffs because they had not overcome that jurisdiction's 

presumption of adequacy. The panel, however, found that the trial court improvidently granted summary judgment in 

the cases of those plaintiffs from the remaining thirty-seven jurisdictions because "the adequacy of the warnings 

could [***5]  not be resolved as a matter of law." Under New Jersey's PLA, the panel held that plaintiffs had presented 

sufficient evidence to overcome the presumption of adequacy attached to Accutane's FDA-approved warnings and 

therefore genuine issues of material fact needed to be resolved by a jury. 

The Court granted Roche's petition for certification, 231 N.J. 419, 176 A.3d 222 (2017), and plaintiffs' cross-petition, 

231 N.J. 428, 176 A.3d 227 (2017). 

HELD: The Court now reverses in all those cases in which the Appellate Division reinstated plaintiffs' actions against 

Roche. New Jersey has the most significant interests, given the consolidation of the 532 cases for MCL purposes. 

New Jersey's interest in consistent, fair, and reliable outcomes cannot be achieved by applying a diverse quilt of laws 

to so many cases that share common issues of fact. Plaintiffs have not overcome the PLA's presumption of adequacy 

for medication warnings approved by the FDA. As a matter of law, the warnings provided physicians with adequate 

information to warn their patients of the risks of IBD. 

1. The Court applies New Jersey's choice-of-law rules in determining whether this State's or another state's law 

governs the action. The Court thus compares New Jersey's PLA to the product-liability [***6]  laws or analogues of 

forty-four other jurisdictions and notes that New Jersey's rebuttable presumption of adequacy, which specifically 

attaches to FDA-approved warnings, sets New Jersey law apart from most other states' laws. That conflict of 

substantive law requires choosing the law or laws that govern the 532 cases. (pp. 31-35) 

2. In this MCL setting, New Jersey's PLA intersects with the laws of 44 other jurisdictions in 514 cases. In Ginsberg 

v. Quest Diagnostics, Inc., the Court "acknowledge[d] that a defendant-by-defendant choice-of-law analysis is not 

feasible in every matter," particularly "[i]n a complex case with many parties from different states." 227 N.J. 7, 20, 147 

A.3d 434 (2016). In such a scenario, "the trial court retains the discretion to decline a defendant-by-defendant 

approach and, utilizing a Restatement §§ 146, 145 and 6 analysis . . . apply the law of a single state to claims asserted 

against all defendants." Ibid. Under the most-significant-relationship test in personal injury cases, the analysis begins 

with section 146 and the presumption that the law of the state where the injury occurred applies. P.V. ex rel. T.V. v. 

Camp Jaycee, 197 N.J. 132, 135-36, 962 A.2d 453 (2008). That presumption may be overcome if "some other state 

has a more significant relationship with the parties and the occurrence [***7]  based on an assessment of each state's 

contacts" viewed through the prism of section 145, which sets forth general principles for tort actions, and section 6, 

which lists overarching choice-of-law principles. McCarrell v. Hoffmann-La Roche, Inc., 227 N.J. 569, 590, 153 A.3d 

207 (2017). (pp. 35-38) 

3. In the case of 514 plaintiffs, the injuries caused by the putative failure to give adequate warnings occurred in forty-

four other jurisdictions, but New Jersey is where the alleged conduct causing the injury occurred — the manufacturing 

and labeling of Accutane. Overall, the section 145 contacts do not point to one ineluctable result. The Court next 

reviews section 6 and notes that one reason for joining together so many cases before a single judge is administrative 

efficiency. The two most significant Restatement factors in this MCL matter are section 6 factors f ("certainty, 
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predictability and uniformity of result") and g ("ease in the determination and application of the law to be applied"). 

Applying a single standard to govern the adequacy of the label warnings in the 532 individual cases will ensure 

predictable and uniform results. Each plaintiff can choose to bring suit in the state where he or she resides and the 

injury occurred. In this MCL setting, New Jersey has the most significant relationship to [***8]  the occurrence and 

the parties, overcoming the presumption that the law of the place of injury governs. The Court therefore applies the 

PLA to the 532 cases. (pp. 38-46) 

4. The PLA defines "an adequate warning or instruction" as "one that a reasonably prudent person in the same or 

similar circumstances would have provided . . . , taking into account the characteristics of, and the ordinary knowledge 

common to, the prescribing physician." N.J.S.A. 2A:58C-4. The prescribing physician — as a learned intermediary — 

generally is in the best position to advise the patient of the benefits and risks of a particular drug. Under the learned 

intermediary doctrine, a pharmaceutical manufacturer generally discharges its duty to warn by supplying physicians 

with information about the drug's dangerous propensities. Under N.J.S.A. 2A:58C-4, a rebuttable presumption of 

adequacy attaches to a product's label warnings approved by the FDA. Ibid. (pp. 46-48) 

5. The Court reviews the relevant FDA premarketing and postmarketing regulations governing prescription drugs. 

Under federal law, the manufacturer is responsible for the adequacy of a drug label's warnings not only when it files 

a New Drug Application, but also during the period the [***9]  drug is on the market after FDA approval. In Wyeth v. 

Levine, the United States Supreme Court concluded that state-law failure-to-warn lawsuits against manufacturers 

provide "a complementary form of drug regulation" in the postmarketing phase, when the FDA's monitoring is far from 

foolproof. 555 U.S. 555, 578-79, 129 S. Ct. 1187, 173 L. Ed. 2d 51 (2009). (pp. 48-54) 

6. In Perez v. Wyeth Laboratories, Inc., the Court addressed the role of the federal regulatory process in relation to 

the PLA's presumption of adequacy and held that "absent deliberate concealment or nondisclosure of after-acquired 

knowledge of harmful effects, compliance with FDA standards should be virtually dispositive of [product-liability and 

failure-to-warn] claims." 161 N.J. 1, 25, 734 A.2d 1245 (1999). Perez was decided twenty years before Wyeth's 

discussion of a manufacturer's duty to update label warnings in the postmarketing phase. The Appellate Division in 

McDarby v. Merck & Co. "note[d] that close scrutiny . . . commenced only after Perez was decided, and that scrutiny 

disclosed flaws in the regulatory system." 401 N.J. Super. 10, 64, 949 A.2d 223 (App. Div. 2008). In light of the 

limitations of the FDA postmarketing oversight process, the McDarby court articulated a further basis for overcoming 

the presumption of adequacy: a manufacturer's "economically-driven [***10]  manipulation of the post-market 

regulatory process." Id. at 63-64, 949 A.2d 223. In Cornett v. Johnson & Johnson, 211 N.J. 362, 388, 48 A.3d 1041 

(2012), the Court recognized that exception. (pp. 54-58) 

7. An FDA-approved warning for a drug on the market for many years may grow stale in light of "newly acquired 

information" about "a clinically significant hazard" in the use of the drug by certain consumers. 21 C.F.R. § 201.57(c); 

21 C.F.R. § 314.70(c). Prior FDA approval of a label's warning is not a license for a manufacturer to withhold updating 

and revising that warning in accordance with federal regulations. The PLA provides manufacturers with the protection 

of a rebuttable presumption of adequacy of an FDA-approved label warning. N.J.S.A. 2A:58C-4. Consistent with 

Perez and McDarby, and the federal regulatory scheme, the Court holds that the rebuttable presumption of adequacy 

attaching to an FDA-approved drug label is overcome when a plaintiff presents clear and convincing evidence that a 

manufacturer knew or should have known, based on newly acquired information, of a causal association between the 

use of the drug and "a clinically significant hazard" and that the manufacturer failed to update the label accordingly. 

See 21 C.F.R. § 201.57(c); 21 C.F.R. § 314.70(c). The Court adds one caveat. A manufacturer that acts in a 

reasonable and timely way to update its label warnings [***11]  with the FDA, in accordance with its federal regulatory 

responsibilities, will receive the protection of the rebuttable presumption. If not, it cannot seek shelter behind it. The 

standard articulated in this opinion is a natural extension of the decisions in Perez and McDarby. Faced with clear 

and convincing evidence of a label warning's inadequacy based on the FDA's label warning updating requirements, 

a responsible drug manufacturer will take action to revise its drug label warnings. The high standard for overcoming 
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the rebuttable presumption of adequacy of an FDA-approved label warning represents a balance that protects 

pharmaceutical companies that act responsibly and the public that consumes their products. (pp. 59-64) 

8. Three pathways are available to overcome the presumption of adequacy that attaches to the FDA-approved post-

April 2002 label warnings for Accutane. The first pathway is if a plaintiff can establish deliberate concealment or 

nondisclosure of after-acquired knowledge of harmful effects. The second is if a plaintiff can demonstrate 

economically driven manipulation of the postmarket regulatory process. The third is if a plaintiff can prove by clear 

and convincing [***12]  evidence that a manufacturer knew or should have known in the postmarketing phase that 

the drug warnings were inadequate based on the label warning updating requirements in a pertinent federal 

regulation. Plaintiffs have failed to show any of those bases for overcoming the presumption of adequacy. In the 

absence of evidence sufficient to rebut the presumption, as a matter of law, the warnings adequately conveyed to 

medical professionals — as well as to patients — that usage of Accutane was associated with a risk of IBD. Roche 

used multiple warning tools: the physician label and Best Practices Guide, intended for physicians, and the Patient 

Safety Packet, Medication Guide, and blister packaging, intended for patients. Plaintiffs' principal criticism is that the 

physician label and other warning materials should have used the language "causes" instead of "has been associated 

with" to describe the relationship between Accutane and IBD. Plaintiffs, however, have failed to present clear and 

convincing evidence that Roche's use of the word "associated" to describe the relationship between Accutane and 

IBD was inadequate. The isolated examples plaintiffs have exhumed from the volumes of [***13]  evidence do not 

support a showing of deliberate nondisclosure to the FDA, economically driven manipulation of the regulatory 

process, or clear and convincing evidence that Roche knew or should have known of the inadequacy of the warnings 

in light of the relevant federal regulations. Plaintiffs argue that Roche had internally concluded that Accutane was 

causally — not just possibly — related to IBD. However, plaintiffs have failed to establish that Roche had in fact made 

such a determination, engaged in deliberate concealment or nondisclosure of such knowledge, or otherwise knew or 

should have known under the standard articulated above that the use of the word "associated" was inadequate. 

Finally, whatever continuing concerns there may be about the FDA's postmarketing oversight capacity, there is no 

evidence in this record of shortcomings in the FDA's oversight of Accutane. (pp. 64-70) 

9. The Court reverses the judgment of the Appellate Division in those cases in which it vacated the grant of summary 

judgment in favor of Roche and affirms its judgment in those cases in which it upheld the grant of summary judgment 

in favor of Roche. As a result, the 532 failure-to-warn cases brought [***14]  by plaintiffs against Roche are dismissed. 

(p. 70) 

AFFIRMED in part and REVERSED in part. 

Counsel: Paul W. Schmidt (Covington & Burling) of the District of Columbia bar, admitted pro hac vice, and Edward 

J. Dauber (Greenberg Dauber Epstein & Tucker) argued the cause for appellants/cross-respondents Hoffmann-La 

Roche Inc. and Roche Laboratories Inc. (Gibbons, Dughi Hewit & Domalewski, and Covington & Burling, attorneys; 

Natalie H. Mantell, Russell L. Hewit, Paul W. Schmidt, and Michael X. Imbroscio (Covington & Burling) of the 

District of Columbia bar, admitted pro hac vice, of counsel and on the briefs). 

Bruce D. Greenberg and David R. Buchanan argued the cause for respondents/cross-appellants Angelo Annuzzi, et 

al. (Lite DePalma Greenberg, Seeger Weiss, Weitz & Luxenberg, and Beggs & Lane, attorneys; Bruce D. 

Greenberg, David R. Buchanan, Peter Samberg, and Mary Jane Bass (Beggs & Lane) of the Florida bar, admitted 

pro hac vice, on the briefs). 

Edward J. Fanning, Jr. argued the cause for amicus curiae HealthCare Institute of New Jersey (McCarter & English, 

and Reed Smith, attorneys; Edward J. Fanning, Jr., David R. Kott, Gary R. Tulp, Daniel K. Winters, and Philip W. 

Danziger, on the brief). 

Adam [***15]  M. Slater argued the cause for amicus curiae New Jersey Association for Justice (Mazie Slater Katz 

& Freeman, attorneys; Adam M. Slater, of counsel and on the brief). 
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Judges: JUSTICE ALBIN delivered the opinion of the Court. CHIEF JUSTICE RABNER and JUSTICES 

LaVECCHIA, FERNANDEZ-VINA, SOLOMON, and TIMPONE join in JUSTICE ALBIN's opinion. JUSTICE 

PATTERSON did not participate. 

Opinion by: ALBIN 

Opinion 

 

 

 [**505]   [*234]  JUSTICE ALBIN delivered the opinion of the Court. 

This appeal arises from 532 product-liability claims filed against defendants Hoffmann-La Roche Inc. and Roche 

Laboratories Inc. (collectively Roche), corporations with their principal places of business in New Jersey. Roche 

developed, manufactured, marketed, and labeled Accutane, a prescription medication for the treatment of severe and 

persistent cases of acne. Plaintiffs allege that Accutane, prescribed by their physicians for the treatment of acne, 

caused them to contract inflammatory  [**506]  bowel disease (IBD) and that Roche failed to give adequate label 

warnings to advise them of the known risks of the medication. Of the 532 plaintiffs, 18 are New Jersey residents and 

514 are residents of 44 other jurisdictions. Plaintiffs' claims are designated as Multicounty Litigation [***16]  (MCL) 

and consolidated in the Atlantic County Superior Court, Law Division, for administrative purposes. 

Two issues are before us. The first is what law governs whether Roche's label warnings were adequate — the law of 

each of the 45 jurisdictions where plaintiffs were prescribed and took Accutane or the law of New Jersey where the 

532 cases are consolidated for MCL purposes. The second issue is the adequacy of the label warnings for the period 

after April 2002. Because Roche's warnings received the approval of the federal Food and Drug Administration (FDA), 

those warnings enjoy a "rebuttable presumption" of adequacy under New Jersey's Products Liability Act 

(PLA).  [*235]  See N.J.S.A. 2A:58C-4. That presumption provides pharmaceutical companies greater protection in 

New Jersey than in many other jurisdictions. 

After conducting a choice-of-law analysis, the trial court determined that New Jersey's PLA applies to each of the 532 

consolidated cases and then concluded that plaintiffs failed to overcome the presumption of adequacy that attached 

to Roche's Accutane warnings. Accordingly, the court granted summary judgment in favor of Roche. 

The Appellate Division came to a different result. The panel held that the [***17]  law of each jurisdiction where 

plaintiffs were prescribed and took Accutane would govern the adequacy of the label warnings. After conducting a 

state-by-state legal analysis, the panel concluded that summary judgment in favor of Roche was improvidently 

granted in all cases except those governed by the laws of California, Colorado, Indiana, Maryland, Mississippi, New 

York, Texas, and Virginia. In other words, under New Jersey's PLA and the laws of thirty-six other jurisdictions, the 

panel maintained that a genuine issue of material fact remained concerning the adequacy of the warnings. 

We now reverse in all those cases in which the Appellate Division reinstated plaintiffs' actions against Roche. Like 

the trial court and Appellate Division, we apply the Restatement (Second) of Conflict of Laws (Am. Law Inst. 1971, 

amended 1988) ("Restatement"), adopted for personal injury cases in McCarrell v. Hoffmann-La Roche, Inc., 227 

N.J. 569, 593-94, 153 A.3d 207 (2017), and P.V. ex rel. T.V. v. Camp Jaycee, 197 N.J. 132, 143, 962 A.2d 453 

(2008). Unlike the Appellate Division, we hold that New Jersey has the most significant interests, given the 

consolidation of the 532 cases for MCL purposes in Atlantic County. The aggregation of hundreds of cases under 

MCL allows the resolution of common issues of law. A trial judge cannot be expected to gain [***18]  a mastery of the 

law of forty-five different jurisdictions. Construing New Jersey's PLA is challenging enough. New Jersey's interest in 

consistent, fair, and reliable outcomes cannot be achieved by  [*236]  applying a diverse quilt of laws to so many 
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cases that share common issues of fact. 

HN1[ ] The PLA's presumption of adequacy for medication warnings approved by the FDA gives a reasonable 

measure of protection to pharmaceutical companies, which are researching and developing medications to combat 

diseases and maladies that afflict people around the world. New Jersey also has an interest in ensuring that its 

companies are producing safe medications and attaching warnings that advise the public of their risks and benefits. 

On the record before us, even when viewed in the light  [**507]  most favorable to plaintiffs, we do not find that Roche 

withheld from the FDA material information that would have altered the nature of the warnings or engaged in 

economically driven manipulation of the regulatory process. We also find that plaintiffs did not present clear and 

convincing evidence that Roche knew or should have known that the label warnings were inadequate. Plaintiffs 

therefore have not overcome the statutory [***19]  presumption of adequacy. 

Consequently, as a matter of law, the warnings provided physicians with adequate information to warn their patients 

of the risks of IBD. We therefore reverse in part and affirm in part the judgment of the Appellate Division and dismiss 

all plaintiffs' complaints. 

I. 

A. 

In this appeal, we address the adequacy of Roche's FDA-approved post-April 10, 2002 warnings for Accutane, the 

brand name for isotretinoin, a prescription drug developed and marketed nationwide by Roche for the treatment of 

severe cases of acne. See Kendall v. Hoffmann-La Roche, Inc., 209 N.J. 173, 180, 36 A.3d 541 (2012). Plaintiffs are 

532 individuals from 45 jurisdictions, including New Jersey, who were prescribed Accutane by their treating physicians 

for their acne conditions. After taking the medication, plaintiffs claim they developed IBD, which 

encompasses  [*237]  "a number of chronic, relapsing inflammatory diseases of the gastrointestinal tract." See 

Tabor's Cyclopedic Medical Dictionary 1252 (23d ed. 2017) ("Tabor's"). 

The two most common forms of IBD are ulcerative colitis and Crohn's disease. The 532 plaintiffs in this case state 

that they suffer from ulcerative colitis, "a chronic condition characterized by ulceration of the colon and rectum," which 

leads to frequent [***20]  and bloody bowel movements as well as fatigue, dehydration, anemia, and abdominal pain. 

See Kendall, 209 N.J. at 181, 36 A.3d 541. "The symptoms often wax and wane, but the condition is regarded as 

permanent." Ibid. 

The heart of this case is plaintiffs' contention that the taking of Accutane caused their IBD and that Roche failed to 

adequately warn of that risk. A Long Form Complaint, filed on behalf of all plaintiffs, alleges that Roche knew or should 

have known that taking Accutane "was causally related" to IBD based on information contained in its adverse event 

database and the conclusions drawn by its scientists. Plaintiffs further allege Roche "did not adequately inform 

physicians or consumers of [Accutane's] propensity to induce, aggravate or cause IBD." Plaintiffs contend that 

Roche's failure to provide adequate warnings is the proximate cause of the "permanent physical and emotional 

injuries" they continue to suffer, and therefore they seek compensatory and punitive damages. 

Roche moved for summary judgment, claiming that the warnings were adequate as a matter of law.1 We start with 

the relevant facts from the summary judgment record. 

B. 

                                                 

11 Because defendants moved for summary judgment, we consider the facts in the light most favorable to the non-moving party, 

plaintiffs. Brill v. Guardian Life Ins. Co. of Am., 142 N.J. 520, 540, 666 A.2d 146 (1995). 
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In 1982, the Food and Drug Administration approved Roche's application to market [***21]  Accutane for the treatment 

of recalcitrant  [*238]  nodular acne. As part of the FDA pre-approval process, Roche conducted a  [**508]  human 

clinical study involving 523 patients who took Accutane. No reports of IBD arose from that clinical study, although 

approximately twenty-two percent of the patients suffered certain gastrointestinal side effects. Roche submitted the 

study to the FDA. 

When Roche launched Accutane commercially, the label warnings did not mention IBD. By 1983, during the 

postmarketing phase and while monitoring the safety of Accutane use, Roche received reports of six to eight patients 

— out of a total population of 300,000 — who had taken Accutane and developed IBD. Those reports prompted 

Roche to issue label warnings in 1984 to prescribing physicians, generally dermatologists, stating that Accutane "has 

been temporally associated with inflammatory bowel disease (including regional ileitis) in patients without a prior 

history of intestinal disorders." 

Roche collected additional data as it continued to monitor the effects of Accutane on patients. Between 1985 and 

2001, Roche received at least twenty case reports called "challenge," "dechallenge," and "rechallenge" events. The 

reports [***22]  described patients who, while taking Accutane, suffered intestinal disorders, with symptoms such as 

abdominal cramping and rectal bleeding (the "challenge" event), which subsided when Accutane use was 

discontinued (the "dechallenge" event), but reappeared when the medication regimen resumed (the "positive 

rechallenge" event). Those reports, many filed by the patients' treating physicians, were registered with MedWatch, 

an FDA-administered database that compiles adverse events concerning medications approved by the FDA. 

In February 1999, the FDA asked Roche whether its data demonstrated the "reversibility" of Accutane-associated 

IBD. By that time, Roche had received information concerning nearly 300 cases that associated Accutane usage with 

the onset of IBD. An internal Roche email explained that approximately two-thirds of 188 patients who stopped using 

Accutane recovered. Although  [*239]  Roche responded to the FDA inquiry by stating that there was "not sufficient 

information to recommend additional label changes related to [IBD]," the FDA nevertheless requested that Roche 

remove from its label warning the word "temporally" and add that symptoms of IBD "have been reported to persist 

after [***23]  Accutane treatment has stopped." Roche complied. 

By April 10, 2002, Roche had generated a variety of FDA-approved warning labels and materials for a target audience 

of prescribing physicians, pharmacists, and patients. The information provided to physicians is of particular 

importance because New Jersey has adopted the "learned intermediary" doctrine, which recognizes that a prescribing 

doctor has the primary responsibility of advising the patient of the risks and benefits of taking a particular medication. 

See N.J.S.A. 2A:58C-4; see also Niemiera v. Schneider, 114 N.J. 550, 565-66, 555 A.2d 1112 (1989) ("[I]t is the 

physician's responsibility to pass on to the parties the information that enables the patient to use the product safely."). 

Presented below are the five key warning tools that were provided to physicians, pharmacists, and patients. 

1. 

Roche's primary means of communicating to healthcare providers such information as Accutane's dosages, drug 

interactions, commonly occurring side effects, and serious side effects is through the physician label (also known as 

a package insert). Roche's approximately twenty-four-page  [**509]  package insert provided medical professionals 

with specific IBD warnings. 
 

Physician Label 

WARNINGS: 
. . . 

https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-BKM1-6F13-047M-00000-00&context=
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Inflammatory Bowel Disease: Accutane has [***24]  been associated with inflammatory bowel disease (including 

regional ileitis) in patients without a prior history of intestinal disorders. In some instances, symptoms have been 

reported to persist after Accutane treatment has been stopped. Patients experiencing abdominal 

pain,  [*240]  rectal bleeding or severe diarrhea should discontinue Accutane immediately. (see ADVERSE 

REACTIONS: Gastrointestinal).2 
Importantly, this warning advises prescribing physicians that not only has IBD been associated with the taking of 

Accutane, but that symptoms of the disease "have been reported to persist after Accutane treatment has been 

stopped." 

2. 

In addition, Roche provided physicians with a Best Practices Guide, which, although mostly focused on the risks of 

Accutane causing birth defects, also identified IBD as a specific risk associated with Accutane use. The Guide advised 

physicians [***25]  to fully counsel their patients "about the warnings and precautions in the Accutane package insert." 
 

Best Practices Guide 
Accutane use is associated with other potentially serious adverse events, as well as more frequent, but less 

serious side effects. 
. . . . 
Adverse Event Warnings include . . . inflammatory bowel disease . . . . 
. . . . 
Patients should be reminded to read the Medication Guide, distributed by the pharmacist at the time Accutane is 

dispensed. 

3. 

Roche also prepared a Patient Safety Packet for physicians to give to their patients that explained in plain language 

the risks and possible side effects of taking Accutane. An attached Informed  [*241]  Consent Form required the 

patient to acknowledge in writing that he or she read and understood the Patient Safety Packet. It also required the 

prescribing doctor to certify that the "benefits and risks" of Accutane treatment were "fully explained" to the patient.3 

 

Patient Safety Packet 

You should be aware that certain SERIOUS SIDE EFFECTS have been reported in patients taking Accutane. 

Serious problems do not happen in most patients. If you experience any of the following side effects or any other 

unusual or severe problems, stop taking Accutane [***26]  right away and call your prescriber because they may 

result in permanent effects. 
. . . . 

                                                 

22 The physician label also cross-referenced IBD in the ADVERSE REACTIONS section: 

ADVERSE REACTIONS: . . . . The adverse reactions listed below reflect the experience from investigational studies of 

Accutane, and the postmarketing experience. The relationship of some of these events to Accutane therapy is unknown. 

. . . 

Gastrointestinal: inflammatory bowel disease (see WARNINGS: Inflammatory Bowel Disease) . . . . 

33 Birth defects and psychiatric side effects are specifically mentioned on the form, but IBD is not. 
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 [**510]  Abdomen (stomach area) problems. Certain symptoms may mean that your internal organs are being 

damaged. These organs include the . . . bowel (intestines). If your organs are damaged, they may not get better 

even after you stop taking Accutane. Stop taking Accutane and call your prescriber if you get severe stomach or 

bowel pain, diarrhea, [or] rectal bleeding . . . . 

4. 

Roche also developed, in conjunction with the FDA, a Medication Guide for pharmacists to distribute to Accutane 

patients when they received their prescriptions. Like the Patient Safety Packet, the Medication Guide warned of 

"possible serious side effects" from Accutane and described IBD symptoms in simple and plain language. 
 

Medication Guide 

Accutane has possible serious side effects . . . . 

Abdomen (stomach area) problems. Certain symptoms may mean that your internal organs are being damaged. 

These organs include the . . . bowel (intestines) . . . . If your organs are damaged, they may not get better even 

after you stop taking Accutane. Stop taking Accutane and call your prescriber if you get severe stomach, chest 

or bowel pain . . . [***27]  diarrhea, [or] rectal bleeding . . . . 
. . . . 

 [*242]  Serious permanent problems do not happen often. However, because the symptoms listed above may 

be signs of serious problems, if you get these symptoms, stop taking Accutane and call your prescriber. If not 

treated, they could lead to serious health problems. Even if these problems are treated, they may not clear up 

after you stop taking Accutane. 

The Medication Guide makes clear the potential permanency of harm to the patient's bowels and intestines by taking 

Accutane, indicating to the patient that "[i]f your organs are damaged, they may not get better even after you stop 

taking Accutane" and that symptoms "may not clear up after you stop taking Accutane." 

5. 

Last, Roche required pharmacists to dispense Accutane pills in "blister packaging" that again warned the patient that 

Accutane could have serious gastrointestinal side effects. 
 

Blister Packaging 

Other serious side effects to watch for 
Stop taking Accutane and call your prescriber if you develop any of the problems on this list or any other unusual 

or severe problems. If not treated, they could lead to serious health problems. Serious permanent problems do 

not happen often. 
. . . . 

• Severe [***28]  stomach pain, diarrhea, rectal bleeding, or trouble swallowing. 
. . . . 
Other important information is found in the Medication Guide and in the booklet from your prescriber. 

Accordingly, by 2002, before taking Accutane, patients received the IBD warnings from their prescribing physicians 

and from their pharmacies when they filled their prescriptions. The FDA, moreover, reviewed and approved each of 
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Roche's warning tools mentioned. One senior FDA official commented before the House Committee on Energy and 

Commerce that the agency took its "regulatory responsibilities concerning [Accutane] very seriously," 

as  [**511]  evidenced by its involvement in monitoring adverse reactions and updating the drug's warning labels. 

Issues Relating to the Safety of Accutane: Hearing Before the Subcomm. on Oversight & Investigations of the H. 

Comm. on Energy & Commerce, 107th Cong. 27 (2002) (statement of Janet Woodcock, Director, Center  [*243]  for 

Drug Evaluation and Research, U.S. Food and Drug Administration). 

In 2009, Roche discontinued the marketing of Accutane in the United States. In 2010, the FDA issued an official 

Notice, stating that the "FDA has independently evaluated relevant literature and data for 

possible [***29]  postmarketing adverse events and has found no information that would indicate that [Accutane] was 

withdrawn from sale for reasons of safety or effectiveness." 75 Fed. Reg. 39,024, 39,025 (July 7, 2010). 

In 2012, the FDA approved Absorbica, another brand-name formulation of isotretinoin manufactured by a different 

company. Absorbica's FDA-approved physician label warnings about IBD are functionally identical to those used by 

Roche in its post-2002 Accutane physician labels.4 

C. 

From the voluminous record in this case, plaintiffs focus our attention on excerpts from several internal Roche 

documents that reference Accutane and the potential risk of IBD as evidence that Roche should have given better 

warnings. Additionally, plaintiffs  [*244]  state that Roche failed to share the "internal conclusions" in those documents 

with the FDA. 

One excerpt provided by plaintiffs is from a 1994 internal Roche document that indicates that colitis is a "possible 

[s]ide effect" of taking Accutane. The document notes that the "reason for inclusion [of colitis] as a side effect and not 

as a contraindication is probably the fact that the data regarding occurrence or aggravation of this condition . . . is 

contradictory."5 The document's author refers to published and unpublished data about Accutane and IBD-related 

disorders and reaches some tentative conclusions: (1) "Enterocolitis is a possible side effect of [Accutane] in very 

rare cases, possibly in patients predisposed to inflammatory gastro-intestinal diseases"; (2) "[i]n patients with ileitis, 

                                                 

44 The warning for the Absorbica physician label includes, in pertinent part: 

Isotretinoin has been associated with inflammatory bowel disease (including regional ileitis) in patients without a prior history 

of intestinal disorders. In some instances, symptoms have been reported to persist after isotretinoin treatment has been 

stopped. Patients experiencing abdominal pain, rectal bleeding or severe diarrhea should discontinue Absorbica immediately 

[see Adverse Reactions (6.1)] 

. . . . 

Adverse Reactions 

. . . . 

The adverse reactions listed below reflect both clinical experience with Absorbica, and consider other adverse reactions that 

are known from clinical trials and the post-marketing surveillance with oral isotretinoin. The relationship of some of these 

events to isotretinoin therapy is unknown. 

. . . . 

Gastrointestinal: . . . inflammatory [***30]  bowel disease . . . . 

55 A "side effect" is "[a]n action or effect of a drug other than that desired." Tabor's at 2153. A "contraindication" is "[a] symptom or 

circumstance that makes treatment with a drug or device unsafe or inappropriate." Id. at 553. 
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enteritis or colitis in the active phase of the disease [Accutane] is basically contraindicated"; and (3) "a 

careful [***31]  risk analysis should be made" before administering Accutane to patients with a "history of severe 

gastro-intestinal inflammatory diseases." 

Another document referenced by plaintiffs is a 1994 memorandum from Dr. H.  [**512]  Lefrancq, a Roche physician, 

to an inquirer within Roche concerning "the administration of [Accutane] in patients with colitis." In that memorandum, 

Lefrancq mentions information from a safety database, which disclosed "a total of 33 cases of colitis [that] have been 

spontaneously reported up to January 6, 1994, which were rated as 'possibly' or 'probably' related to the 

administration of [Accutane]." Based on the data, Lefrancq believed it was "reasonable to conclude . . . that, in rare 

cases, [Accutane] may induce or aggravate a preexisting colitis." Significantly, however, Lefrancq recommended to 

the inquirer that he could re-administer Accutane to his patient when the patient's ulcerative colitis reached the 

"inactive phase." 

 [*245]  Plaintiffs also highlight less than one page of an 1197-page report that Roche prepared for European 

regulatory authorities in 2000 that describes a particular patient's case. In that case, a seventeen-year-old patient 

developed ulcerative colitis [***32]  one month after she stopped taking Accutane. In the analysis of that single case, 

a Roche physician noted that Accutane "has been found to be causally associated with inflammatory bowel disease, 

including colitis." 

Finally, plaintiffs allude to a debate inside Roche between the marketing and drug-safety employees about whether 

to strengthen warnings about the psychiatric side effects of Accutane. IBD was not at issue. In a general sales 

presentation, the marketing department had described Accutane as "the goose that lays the golden eggs" — an 

obvious reference to Roche's strong financial interest in the continued success of Accutane sales. Despite the 

discussions, Roche strengthened the warning, indicating that Accutane use could cause depression. At an earlier 

Accutane trial, Roche's former chief medical officer testified that the marketing department did not make the call over 

labeling decisions. 

II. 

A. 

In 2005, for administrative purposes, this Court designated all pending and future New Jersey product-liability actions 

involving Accutane as Mass Tort Litigation — now referred to as Multicounty Litigation (MCL), see R. 4:38A — and 

consolidated all such actions in Atlantic County. The law [***33]  firm Seeger Weiss LLP, which had requested that 

the Accutane cases be given the designation of Mass Tort Litigation, was later appointed plaintiffs' liaison counsel. In 

making that request, counsel for Seeger Weiss wrote: plaintiffs' "claims share common issues of law and fact, 

including whether . . . [Roche] violated the New Jersey Products Liability Act in its marketing and sale of Accutane." 

 [*246]  In 2015, in a series of rulings, the trial court concluded that the New Jersey PLA governed not only the 18 in-

state claims but also the 514 claims that involved plaintiffs who were prescribed and took Accutane in 44 other 

jurisdictions.6 The court then granted Roche's motion for summary judgment, determining that plaintiffs failed to

overcome the presumption of adequacy that attached to the post-2002 Accutane label warnings approved by the 

FDA. 

In making its choice-of-law determination, the court referenced the Seeger Weiss letter in which counsel represented 

that the sixty-eight cases then pending in  [**513]  2005, only two of which were brought by New Jersey residents, 

66 The trial court also conducted a state-by-state analysis as an alternative ruling. Under that approach, the court granted summary

judgment in favor of Roche to plaintiffs who resided in thirteen jurisdictions other than New Jersey. In light of our ultimate 

disposition, a state-by-state review of the court's analysis is unnecessary. 

https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2H0-004F-J50T-00000-00&context=
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shared a common issue of law — whether Roche violated New Jersey's PLA. The court emphasized that nothing in 

Seeger Weiss's correspondence [***34]  with this Court suggested that the out-of-state plaintiffs "wish[ed] to bring 

the law of their states with them to New Jersey" or that the court would have to engage in a state-by-state choice-of-

law analysis.7 The court did not find it reasonable for our judiciary to apply the law of scores of jurisdictions, "many of 

which express standards incompatible with the NJPLA," to thousands of claims involving cutting-edge issues of 

science and law. 

The court noted that Accutane filings grew from less than 100 in March 2005 to more than 7500 by February 2015. 

More than 4600 Accutane cases remained on the docket when the court determined that applying each state's law 

"is neither practical . . . nor would it promote 'the values of uniformity and predictability,'"  [*247]  quoting Camp 

Jaycee, 197 N.J. at 154, 962 A.2d 453. The court cited "the inability to assemble 'bellwether' cases from multiple 

jurisdictions which would produce meaningful results" as another reason for applying the New Jersey PLA. It also 

asserted that applying the conflicting law of another state would undermine the Legislature's intent in passing the 

FDA presumption-of-adequacy provision [***35]  of the PLA, which was to "reduc[e] the burden placed on [New 

Jersey manufacturers] by product liability litigation," quoting Rowe v. Hoffmann-La Roche, Inc., 189 N.J. 615, 626, 

917 A.2d 767 (2007) . 

In concluding that the presumption of adequacy governing Accutane's FDA-approved warnings had not been 

overcome, the court maintained that plaintiffs' proofs did not establish either a "deliberate concealment or 

nondisclosure of after-acquired knowledge of harmful effects," citing Perez v. Wyeth Labs., Inc., 161 N.J. 1, 25, 734 

A.2d 1245 (1999), and Rowe, 189 N.J. at 626, 917 A.2d 767, or a "manipulation of the post-market regulatory 

process," citing McDarby v. Merck & Co., 401 N.J. Super. 10, 63, 949 A.2d 223 (App. Div. 2008). In addition, the court 

concluded that Roche's label warnings, in their totality, communicated a "clear, accurate and unambiguous" message 

to physicians that Accutane "is associated with risk of serious side effects." For those reasons, the court dismissed 

the 532 product-liability actions brought against Roche. 

B. 

The Appellate Division reversed in part and affirmed in part. The panel found that the trial court erred in its choice-of-

law analysis by applying New Jersey's PLA to the 514 cases in which plaintiffs were prescribed and took Accutane in 

44 other jurisdictions. The panel rejected the trial court's position that the representations made by the attorney 

seeking mass-tort designation for the then less [***36]  than 100 Accutane cases waived the right of the now 

thousands of out-of-state plaintiffs to the customary choice-of-law analysis. The panel pointed to the wording of the 

later-filed Long  [*248]  Form Complaint designated for MCL cases, which indicates that plaintiffs' claims are based 

on the violation of New Jersey' s PLA cur "the analogous law" of the jurisdictions where Accutane was ingested or 

prescribed. In short, the panel held that counsel did not have the authority  [**514]  to stipulate the choice of law for 

thousands of plaintiffs. 

Applying the relevant sections of the Restatement (Second) of Conflict of Laws, adopted by this Court, the panel 

concluded that each individual case had to be judged under the substantive law of the jurisdictions where each plaintiff 

was prescribed and took Accutane — forty-five jurisdictions in all. The panel dismissed the notion that plaintiffs, by 

participating in mass-tort litigation in New Jersey, surrendered their right to an individual choice-of-law analysis and 

the application of their states' laws. The panel maintained that although plaintiffs' claims were consolidated for 

administrative purposes, each plaintiff filed a separate complaint. 

                                                 

77 Pursuant to MCL guidelines, the letter was directed to the Administrative Director of the Courts. See New Jersey Multicounty 

Litigation (Non-Asbestos) Resource Book 2 (4th ed. Nov. 2014) ("MCL Resource Book") (explaining that application for MCL 

designation is made to Supreme Court "through the Administrative Director"). 
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The panel considered [***37]  New Jersey's PLA to be "sufficiently different from most, if not all, [of] the other 

competing jurisdictions," and therefore reasoned that a choice-of-law analysis was required. The panel observed that, 

under section 146 of the Restatement, the law of the state where the injury occurred is presumed to govern unless 

another state has "a more significant relationship" to the litigation in light of the principles enunciated in sections 145 

and 6 of the Restatement. The panel ruled that this State did not have a more significant relationship to the litigation 

than those jurisdictions where the "injury" occurred. In the panel's view, New Jersey's PLA gives greater protection 

to pharmaceutical companies than analogous laws in other jurisdictions and therefore application of our State's law 

"might frustrate the other states' policies in deterring a broader scope of inadequate warnings" and be inconsistent 

with the reasonable expectations of the parties. The panel "reject[ed] the argument that simplification of procedures 

and uniformity of results should govern the choice-of-law questions presented." According to the panel, "[i]nterests of 

judicial administration should not be accorded undue weight," and  [*249]  the demand for "efficient results" should 

not [***38]  yield to the strong state interests of other jurisdictions. The panel concluded that the law in each of the 

forty-five jurisdictions where plaintiffs resided and ingested Accutane would apply to their cases. 

The panel affirmed the grant of summary judgment in favor of Roche in those cases involving plaintiffs who were 

prescribed and took Accutane in California, Colorado, Indiana, Maryland, Mississippi, New York, and Virginia because 

"[i]t is enough in these jurisdictions that IBD was referenced" in Roche's label warnings to render them adequate as 

a matter of law. The panel also affirmed the grant of summary judgment in those cases involving the Texas plaintiffs 

because they had not overcome that jurisdiction's presumption of adequacy. The panel, however, found that the trial 

court improvidently granted summary judgment in favor of Roche in the cases of those plaintiffs from the remaining 

thirty-seven jurisdictions because "the adequacy of the warnings could not be resolved as a matter of law." 

Under New Jersey's PLA, the panel held that plaintiffs had presented sufficient evidence to overcome the presumption 

of adequacy attached to Accutane's FDA-approved warnings and therefore genuine [***39]  issues of material fact 

needed to be resolved by a jury. In particular, the panel stated that, based on Perez and McDarby, the summary 

judgment record rebutted the presumption of adequacy because Roche not only failed to disclose to the FDA "after-

acquired knowledge of Accutane's harmful effects," but also engaged in an "economically-driven manipulation of the 

post-market regulatory process." The panel specifically determined that a factfinder could conclude that, after FDA 

approval, Roche did not disclose critical information  [**515]  in its post-2002 warnings — that Roche "had internally 

concluded there was a causative effect" between Accutane and IBD. 

The panel also disagreed with the trial court's assertion that, even if the presumption of adequacy had been overcome, 

the label warnings were "clear enough to negate a trial on the issue." 

 
 [*250]  C. 

We granted Roche's petition for certification, 231 N.J. 419, 176 A.3d 222 (2017), and plaintiffs' cross-petition, 231 

N.J. 428, 176 A.3d 227 (2017). We also granted the motion of the New Jersey Association for Justice to participate 

as amicus curiae. The Healthcare Institute of New Jersey, which participated as amicus curiae before the Appellate 

Division, was allowed to appear in that role before this Court pursuant to [***40]  Rule 1:13-9(d). 

III. 

A. 

1. 

Roche argues that the Appellate Division erred in failing to apply the New Jersey PLA to the 514 claims of out-of-

state plaintiffs. Roche submits that a proper choice-of-law analysis requires this Court to recognize New Jersey's 

strong interest — expressed through the PLA's presumption of adequacy — in protecting this State's pharmaceutical 
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companies from unmeritorious product-liability litigation from out-of-state residents. Roche also claims that the 

effective administration of justice through the consolidation of many claims in a single county under MCL calls for the 

application of this State's PLA to adequacy challenges brought by non-New Jersey plaintiffs. On that point, Roche 

emphasizes that plaintiffs sought MCL designation on the basis that they shared a common issue of law — whether 

Roche violated the PLA. 

The interests in applying New Jersey law, Roche contends, are not outweighed by plaintiffs' home-state interests. 

According to Roche, "a large number of states lack a clear standard for determining precisely when pharmaceutical 

warnings are adequate as a matter of law" and "nearly all other states lack a clearly-defined presumption of adequacy 

like New Jersey's." [***41]  Roche further contends that the application of the PLA to all 532 claims 

will  [*251]  promote "certainty, predictability and uniformity of result," quoting Restatement § 6(2)(f). In sum, Roche 

urges this Court to find, in analyzing the Restatement factors, that New Jersey, where Accutane was labeled, "has 

the most significant relationship to the adequacy issue" in this appeal. 

Roche submits that the Appellate Division mistakenly determined that non-dismissed plaintiffs had overcome the 

presumption of adequacy attached to Accutane's FDA-approved warnings. It claims that "the FDA helped formulate, 

repeatedly reviewed, and consistently approved Accutane's safety communication tools," which "repeatedly and 

directly addressed the risk" of IBD. Roche asserts that there is no evidence that it concealed evidence from the FDA 

or engaged in "intentional post-market manipulation of the FDA for economic reasons." Roche claims that plaintiffs 

"plucked isolated statements from [its] internal documents" and wrongly accused Roche of intentionally concealing 

them, even though the information in those statements was known to the FDA through its submissions. 

Roche also states that "the overwhelming scientific record now demonstrably [***42]  fails to show any connection" 

between Accutane  [**516]  and IBD, further validating the accuracy of its label warnings, which it insists clearly and 

unambiguously warned physicians and patients of the risk of IBD.8 

2. 

Amicus curiae the Healthcare Institute of New Jersey echoes many of the arguments advanced by Roche. It asserts 

that the fallout from the Appellate Division's decision is "that potentially hundreds of juries [will] separately determine 

whether Accutane's FDA-approved IBD warnings are adequate, presenting the risk of  [*252]  divergent outcomes 

regarding the same warnings." It also posits that the panel's decision undermines the effectiveness of the PLA's 

presumption of adequacy and will burden pharmaceutical companies with unmeritorious lawsuits that will threaten 

"the development of prescription medical devices and drugs." 

B. 

1. 

Plaintiffs urge this Court to uphold the Appellate Division's choice-of-law determination, which requires the application 

of the law of the jurisdiction where each plaintiff was prescribed and took Accutane. Plaintiffs agree with the panel 

that the trial court erred in deciding to apply New Jersey law based on the 2005 letter written by the attorney — later 

selected [***43]  as liaison counsel — as support for consolidating the Accutane cases into an MCL matter. Plaintiffs 

point to the Long Form Complaint in which plaintiffs expressly invoked the analogous law of the states where plaintiffs 

were prescribed and took Accutane. Those states' laws are implicated, plaintiffs contend, because "Roche 

deliberately marketed and sold [Accutane] in those jurisdictions." Plaintiffs maintain that an analysis under the guiding 

                                                 

88 In response to plaintiffs' cross-petition, Roche maintains that the Appellate Division correctly found that its warnings were 

adequate under the laws of eight states and that summary judgment was properly entered in its favor in the cases of those plaintiffs 

from those states. 
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principles of the Restatement favors applying the law of the jurisdictions where Accutane was prescribed and taken 

because those states have strong interests in regulating commerce within their borders. In plaintiffs' view, New 

Jersey's interest in effective judicial administration should yield to the interests of interstate comity. Plaintiffs submit 

that, under each of those states' laws, summary judgment should have been denied because of the abundant 

evidence of the inadequacies of Roche's 2002 label warnings. 

Plaintiffs also maintain that the "Appellate Division correctly determined that a reasonable jury could find that 

substantial evidence overcomes [the PLA's] rebuttable presumption of adequacy" that attaches to Roche's FDA-

approved label [***44]  warnings. They further claim that the evidence supports a finding of inadequacy  [*253]  under 

the laws of all the jurisdictions at issue. Plaintiffs assert that they have presented "[substantial] evidence of Roche's 

non-disclosure of critical safety information and its economic motivation to thwart the regulatory process," both bases 

for overcoming the presumption of adequacy of Roche's label warnings. Plaintiffs charge Roche with withholding 

documents from the FDA that would have revealed "that Roche had internally determined that there was a causal 

link between Accutane and IBD/[ulcerative colitis]." According to plaintiffs, "[d]espite internal admissions that 

Accutane 'induces,' 'may cause,' and is 'causally associated with' IBD, Roche did not disclose  [**517]  this knowledge 

to physicians in its warnings." 

Plaintiffs insist that our jurisprudence does not "establish[] a nearly irrebuttable presumption that exculpates 

pharmaceutical manufacturers from failure-to-warn liability." Plaintiffs conclude we should affirm the Appellate 

Division, which denied summary judgment in the cases of those plaintiffs bound by the laws of thirty-seven 

jurisdictions, including New Jersey, and reverse its grant of summary [***45]  judgment in the cases of those plaintiffs 

bound by the laws of eight other jurisdictions. 

2. 

Amicus curiae the New Jersey Association for Justice lends support to the arguments made by plaintiffs. It suggests 

the "typical rebuttable presumption" of adequacy afforded to label warnings was heightened in Perez based on an 

incomplete understanding of the role the FDA plays in regulating and approving label warnings after a prescription 

drug has been marketed. The Association submits that Perez's declaration that "compliance with FDA standards 

should be virtually dispositive" of failure-to-warn claims does not account for the reality that the FDA — particularly in 

the postmarketing phase of a prescription drug — does not have "the financial, technological, and human capital 

resources to fulfill its mission." 

 
 [*254]  IV. 

A. 

We first address the choice-of-law issue. We must decide which law or laws govern the 532 cases before us — New 

Jersey's PLA or the failure-to-warn laws of each of the forty-five jurisdictions where individual plaintiffs were 

prescribed and took Accutane. 

The decisions of the trial court and Appellate Division offer starkly different choice-of-law options. The trial court 

ruled [***46]  that New Jersey's PLA applies to all 532 cases. The Appellate Division reversed and determined that 

the law of the jurisdiction where each plaintiff was prescribed and took Accutane — in all, forty-five jurisdictions — 

governs each action. HN2[ ] We review those choice-of-law decisions de novo, owing no deference to the legal 

conclusions reached by either court, unless persuaded by their reasoning. McCarrell, 227 N.J. at 583-84, 153 A.3d 

207. 

B. 
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HN3[ ] We apply New Jersey's choice-of-law rules in determining whether this State's or another state's law governs 

the action. Id. at 583, 153 A.3d 207. In doing so, the first inquiry "is whether the laws of the states with interests in 

the litigation are in conflict." Id. at 584, 153 A.3d 207. If there is not "an actual conflict" in "the substance of the 

potentially applicable laws" of the two jurisdictions, then "there is no choice-of-law issue to be resolved," Camp 

Jaycee, 197 N.J. at 143, 962 A.2d 453, and the forum state applies its own law, McCarrell, 227 N.J. at 584, 153 A.3d 

207. A conflict of law arises when the application of one or another state's law may alter the outcome of the case, see 

id. at 584, 153 A.3d 207, or when the law of one interested state is "offensive or repugnant" to the public policy of the 

other, see Continental Ins. Co. v. Honeywell Int'l, Inc., 234 N.J. 23, 46, 188 A.3d 297 (2018) (quoting DeMarco v. 

Stoddard, 223 N.J. 363, 383, 125 A.3d 367 (2015)). 

 [*255]  Here, we must compare New Jersey's PLA with the product-liability laws or analogues of forty-four other 

jurisdictions. [***47] 9 HN4[ ]  [**518]  New Jersey's rebuttable presumption of adequacy, which specifically 

attaches to FDA-approved warnings, sets our law apart from most other states' laws. Texas also has a presumption 

of adequacy for FDA-approved warnings, but its presumption is evidently more difficult to overcome than New 

Jersey's presumption.10 Indiana, Kansas, North Dakota, Oklahoma, Oregon, Tennessee, Utah, and Wisconsin have 

a general rebuttable presumption that applies to all product warnings, which can be overcome either by a mere 

preponderance of the evidence or by sufficient evidence.11 

HN6[ ] The laws of the remaining jurisdictions do not protect a product's  [*256]  warnings with a presumption of 

adequacy.12 Nevertheless,  [**519]  in Alabama, California, Colorado, Indiana, Maryland, Louisiana, Mississippi, New 

                                                 

99 Alabama, Arkansas, California, Colorado, Connecticut, Delaware, the District of Columbia, Florida, Georgia, Iowa, Idaho, Illinois, 

Indiana, Kansas, Kentucky, Louisiana, Maine, Maryland, Massachusetts, Minnesota, Mississippi, Missouri, Montana, Nebraska, 

Nevada, New Hampshire, New York, North Dakota, Ohio, Oklahoma, Oregon, Pennsylvania, Puerto Rico, Rhode Island, South 

Carolina, South Dakota, Tennessee, Texas, Utah, Vermont, Virginia, Washington, Wisconsin, and Wyoming. 

1010 HN5[ ] Plaintiffs can overcome the presumption of adequacy in Texas by showing that a defendant "withheld from or 

misrepresented to" the FDA mandatory material information that was "relevant to the performance of the product" and "causally 

related to the claimant's injury." See Tex. Civ. Prac. & Rem. Code Ann. § 82.007(b)(1). However, unlike New Jersey, Texas does 

not apparently recognize "economically-driven manipulation of the post-market regulatory process," see McDarby, 401 N.J. Super, 

at 63, 949 A.2d 223, or clear and convincing evidence that a manufacturer knew or should have known in the postmarketing phase 

that the drug warning was inadequate, see infra Section V, as sufficient bases for overcoming the presumption of adequacy. 

1111 Indiana (Ind. Code § 34-20-5-1; Cansler v. Mills, 765 N.E.2d 698, 705 (Ind. Ct. App. 2002), disapproved of on other grounds 

by Schultz v. Ford Motor Co., 857 N.E.2d 977 (Ind. 2006)); Kansas (Kan. Stat. Ann. § 60-3304(a)); North Dakota (N.D. Cent. Code 

§ 28-01.3-09); Oklahoma (Okla. Stat. tit. 76, § 57.2); Oregon (Or. Rev. Stat. § 30.900, .910; Chong v. STL Int'l, Inc., 152 F. Supp. 

3d 1305, 1317 (D. Or. 2016)); Tennessee (Tenn. Code Ann. § 29-28-104; Goins v. Clorox Co., 926 F.2d 559, 562 (6th Cir. 1991)); 

Utah (Utah Code Ann. § 78B-6-703(2); Egbert v. Nissan N. Am., Inc., 156 P.3d 1058, 1062 (2007)); Wisconsin (Wis. Stat. §§ 

895.047(3)(b), 903.01). 

1212 Arkansas (Ark. Code Ann. § 16-116-204, -205(a)); Connecticut (Conn. Gen. Stat. § 52-572q); Delaware (Lacy v. G.D. Searle 

& Co., 567 A.2d 398, 400 (Del. 1989)); the District of Columbia (Payne v. Soft Sheen Prods., Inc., 486 A.2d 712, 723 (D.C. 1985)); 

Florida (Thomas v. Bombardier Recreational Prods., Inc., 682 F. Supp. 2d 1297, 1300 (M.D. Fla. 2010)); Georgia (Weilbrenner v. 

Teva Pharm. USA, Inc., 696 F. Supp. 2d 1329, 1339 (M.D. Ga. 2010)); Idaho (Sliman v. Aluminum Co. of Am., 112 Idaho 277, 

731 P.2d 1267, 1272 (Idaho 1986)); Illinois (Hernandez v. Schering Corp., 2011 IL App (1st) 093306, 958 N.E.2d 447, 455, 354 

Ill. Dec. 704 (Ill. App. Ct. 2011)); Iowa (Nationwide Agribus. Ins. Co. v. SMA Elevator Constr., Inc., 816 F. Supp. 2d 631, 654 (N.D. 

Iowa 2011)); Kentucky (Larkin v. Pfizer, Inc., 153 S.W.3d 758, 764-65 (Ky. 2004)); Maine (Doe v. Solvay Pharm., Inc., 350 F. 

Supp. 2d 257, 272-74 (D. Me. 2004)); Massachusetts (MacDonald v. Ortho Pharm. Corp., 394 Mass. 131, 475 N.E.2d 65, 70-71 

(Mass. 1985)); Minnesota (Delude v. Johnson & Johnson, 726 F. Supp. 2d 1025, 1034 (D. Minn. 2010)); Missouri (Doe v. Alpha 

Therapeutic Corp., 3 S.W.3d 404, 419 (Mo. Ct. App. 1999)); Montana (Hill v. Squibb & Sons, E.R., 181 Mont. 199, 592 P.2d 1383, 
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York, and Virginia, a drug warning is adequate as a matter of law if it provides clear and specific information about a 

potential risk, such as IBD.13 New Jersey's presumption of adequacy  [*257]  for FDA-approved label warnings 

seemingly gives greater protection to pharmaceutical companies than the laws of other states, but not necessarily 

so. The Appellate Division granted summary judgment [***48]  in favor of Roche in the cases of plaintiffs governed 

by the laws of eight states but denied summary judgment in the cases of those plaintiffs governed by New Jersey's 

PLA and the laws of the thirty-six remaining jurisdictions. 

Discerning the precise meaning of the laws of forty-four jurisdictions — other than New Jersey's — is an arduous and 

burdensome task. Our treatment of those laws here is far from comprehensive or definitive. We proceed under the 

assumption that the application of New Jersey's PLA may lead to an outcome different from the application of the 

laws of those other jurisdictions. Recognizing that the substantive laws of New Jersey and the other jurisdictions are 

in conflict requires that we choose the law or laws that govern the 532 cases before us. 

HN7[ ] In Camp Jaycee, we adopted the Restatement's most-significant-relationship test set forth in sections 146, 

145, and 6 as the paradigm for deciding which state's substantive law applies in personal injury cases involving more 

than one state. 197 N.J. at 142-43, 962 A.2d 453. The Restatement's most-significant-relationship test embodies all 

the elements of this Court's former governmental-interest test and adds "a series of other factors deemed 

worthy [***49]  of consideration." Id. at 142 n.4, 962 A.2d 453.14 That more nuanced approach is the one we apply 

here. 

 [*258]  In Camp Jaycee, the plaintiffs — parents of a young woman with mental disabilities from New Jersey — 

brought suit in our Superior Court, Law Division, against a New Jersey not-for-profit corporation operating a summer 

program in which the parents had enrolled their daughter. Id. at 136-37, 962 A.2d 453. While under the defendant's 

care at a Pennsylvania summer camp, the plaintiffs' daughter was sexually assaulted by another 

camper.  [**520]  Ibid. The parents alleged that the defendant was negligent in its supervision of their daughter. Id. 

                                                 
1387-88 (Mont. 1979)); Nebraska (Freeman v. Hoffmann-La Roche, Inc., 260 Neb. 552, 618 N.W.2d 827, 841-42 (Neb. 2000)); 

Nevada (Allison v. Merck & Co., 110 Nev. 762, 878 P.2d 948, 960-61 (Nev. 1994)); New Hampshire (Brochu v. Ortho Pharm. 

Corp., 642 F.2d 652, 657-58 (1st Cir. 1981)); Ohio (Seley v. G.D. Searle & Co., 67 Ohio St. 2d 192, 423 N.E.2d 831, 836-37 (Ohio 

1981)); Pennsylvania (Rowland v. Novartis Pharm. Corp., 34 F. Supp. 3d 556, 571-72 (W.D. Pa. 2014)); Puerto Rico (Guevara v. 

Dorsey Labs., Div. of Sandoz, Inc., 845 F.2d 364, 367 (1st Cir. 1988)); Rhode Island (Castrignano v. E.R. Squibb & Sons, Inc., 

546 A.2d 775, 782-83 (R.I. 1988)); South Carolina (Allen v. Long Mfg. N.C., Inc., 332 S.C. 422, 505 S.E.2d 354, 357-58 (S.C. Ct. 

App. 1998)); South Dakota (McElhaney v. Eli Lilly & Co., 575 F. Supp. 228, 231-32 (D.S.D. 1983)); Vermont (Town of Bridport v. 

Sterling Clark Lurton Corp., 166 Vt. 304, 693 A.2d 701, 705-06 (Vt. 1997)); Washington (Laisure-Radke v. PAR Pharm., Inc., 426 

F. Supp. 2d 1163, 1172 (W.D. Wash. 2006)); and Wyoming (Thorn v. Bristol-Myers Squibb Co., 353 F.3d 848, 853-55 (10th Cir. 

2003)). 

1313 See Louisiana (Stahl v. Novartis Pharm. Corp., 283 F.3d 254, 267 (5th Cir. 2002)); Virginia (Ball v. Takeda Pharm. Am., Inc., 

963 F. Supp. 2d 497, 504 (E.D. Va. 2013)); Indiana (Tucker v. SmithKline Beecham Corp., 701 F. Supp. 2d 1040, 1066 (S.D. Ind. 

2010)); Colorado (Caveny v. Ciba-Geigy Corp., 818 F. Supp. 1404, 1406 (D. Colo. 1992)); Alabama (Morguson v. 3M Co., 857 

So. 2d 796, 801-02 (Ala. 2003)); California (Brown v. Superior Court, 44 Cal. 3d 1049, 245 Cal. Rptr. 412, 751 P.2d 470, 477 (Cal. 

1988)); Maryland (Nolan v. Dillon, 261 Md. 516, 276 A.2d 36, 40-41 (Md. 1971)); Mississippi (Wyeth Labs., Inc. v. Fortenberry, 

530 So. 2d 688, 691 (Miss. 1988)); New York (Martin v. Hacker, 83 N.Y.2d 1, 628 N.E.2d 1308, 1312, 607 N.Y.S.2d 598 (N.Y. 

1993)). 

We disagree with the Appellate Division's opinion that "it is enough in [Colorado, Indiana, Maryland, Mississippi, New York, and 

Virginia] that IBD was referenced" in Roche's label warnings to render them adequate. 

1414 Under the governmental-interest test, a court must "identify the governmental policies underlying the law of each state and 

how those policies are affected by each state's contacts to the litigation and to the parties." Veazey v. Doremus, 103 N.J. 244, 

248, 510 A.2d 1187 (1986). 
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at 137, 962 A.2d 453. The defendant was shielded from tort liability under New Jersey's Charitable Immunity Act, but 

not under Pennsylvania law, which had expressly abolished the doctrine of charitable immunity. Id. at 135, 143-44, 

962 A.2d 453. The case thus presented a true conflict of substantive law. Id. at 143-44, 962 A.2d 453. In applying the 

Restatement principles, we affirmed the Appellate Division's determination to apply Pennsylvania's law. Id. at 155-

56, 962 A.2d 453. We held that a weighing of all relevant factors did not overcome section 146's presumption that 

the law of the place of injury applied. Id. at 156, 962 A.2d 453. We found that Pennsylvania, which has a specific 

policy of encouraging the exercise of due care by those residing [***50]  within its borders and assuring that those 

who suffer injuries from the negligent acts of others receive compensation, had a more significant relationship to the 

case. Id. at 155-56, 962 A.2d 453. 

Unlike Camp Jaycee, where the only question was whether the law of New Jersey or Pennsylvania governed in a 

single personal injury action, in this MCL setting, New Jersey's PLA intersects with the laws of 44 other jurisdictions 

in 514 cases. The case before us, therefore, presents challenges not posed in Camp Jaycee. 

HN8[ ] In Ginsberg v. Quest Diagnostics, Inc., "[w]e acknowledge[d] that a defendant-by-defendant choice-of-law 

analysis is not feasible in every matter," particularly "[i]n a complex case with many parties from different states." 227 

N.J. 7, 20, 147 A.3d 434 (2016). In such a scenario, "the trial court retains the discretion to decline  [*259]  a 

defendant-by-defendant approach and, utilizing a Restatement §§ 146, 145 and 6 analysis . . . apply the law of a 

single state to claims asserted against all defendants." Ibid.15 It also bears mentioning that, among academic experts 

in the field of conflict of laws, there is a "consensus, at least, that ordinary choice-of-law practices should yield in suits 

consolidating large numbers of claims and that courts should apply a single law [***51]  in such cases" — but there 

are dissenting voices. See Larry Kramer, Choice of Law in Complex Litigation, 71 N.Y.U. L. Rev. 547, 547 (1996),16 

With those principles and concerns as background, we turn to the Restatement sections that apply the most-

significant-relationship test in personal injury cases. Under that test, the analysis begins with section 146 and the 

presumption that the law of the state where the injury occurred applies. Camp Jaycee, 197 N.J. at 135-36, 962 A.2d 

453. That presumption may be overcome if "some other state has a more significant relationship with the parties and 

the occurrence based on an assessment of each state's contacts"  [**521]  viewed through the prism of section 145, 

which sets forth general principles for tort actions, and section 6, which lists overarching choice-of-law principles. 

McCarrell, 227 N.J. at 590, 153 A.3d 207. 

Section 146 provides: 

HN9[ ] In an action for a personal injury, the local law of the state where the injury occurred determines the 

rights and liabilities of the parties, unless, with respect to  [*260]  the particular issue, some other state has a 

more significant relationship under the principles stated in § 6 to the occurrence and the parties, in which event 

the local law of the other state will be applied. 

                                                 

1515 See In re Bendectin Litig., 857 F.2d 290, 293-95, 304-05 (6th Cir. 1988) (applying single body of substantive law to nationwide 

product-liability litigation); In re "Agent Orange" Prod. Liab. Litig., 580 F. Supp. 690, 693, 700-06 (E.D.N.Y. 1984) ("[I]t is concluded 

that under the special circumstances of this litigation, all the transferor states would look to the same substantive law for the rule 

of decision on the critical substantive issues."). 

1616 In 1993, the American Law Institute (ALI) submitted to Congress for enactment a proposed choice-of-law rule for "mass-tort" 

actions transferred to federal court. American Law Institute, Complex Litigation Project, Proposed Final Draft (May 13, 1993). The 

proposed rule listed a number of factors that a court should consider "with the objective of applying, to the extent feasible, a single 

state's law to all similar tort claims being asserted against a defendant." Id. at § 6.01(a). The proposed rule was not enacted. 
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[Restatement § 146.] 

Because Roche marketed Accutane nationwide, it is not surprising that plaintiffs hail from forty-four 

jurisdictions [***52]  other than New Jersey. The place of injury for the 532 plaintiffs whose cases are before us is 

where their physicians prescribed Accutane, where they took the medication, and where they developed IBD. 

Typically, all three events occurred in the same jurisdiction, but not necessarily. Thus, the place of injury may not be 

so easily identified. 

In the case of 514 plaintiffs, the place of injury is a jurisdiction other than New Jersey. Therefore, we must determine 

whether New Jersey has a more significant relationship "to the occurrence and the parties," first looking to section 

145, the general principles for tort actions, and then to section 6, the universal guiding principles for choice-of-law 

issues. Camp Jaycee, 197 N.J. at 140-41, 962 A.2d 453. 

Under Restatement section 145, HN10[ ] the contacts weighed in making that assessment include: 
(a) the place where the injury occurred, 
(b) the place where the conduct causing the injury occurred, 
(c) the domicil[e], residence, nationality, place of incorporation and place of business of the parties, and 

(d) the place where the relationship, if any, between the parties is centered. [Restatement § 145.] 

"These contacts are to be evaluated according to their relative importance with respect to the particular issue." Ibid. 

A weighing of those contacts yields mixed [***53]  results. The injuries caused by the putative failure to give adequate 

warnings occurred in forty-four other jurisdictions, but New Jersey is "where the [alleged] conduct causing the injury 

occurred" — the manufacturing and labeling of Accutane. See ibid. "When both conduct and injury occur in a single 

jurisdiction, with only 'rare exceptions, the local law of the state where conduct and injury occurred will be applied' to 

determine  [*261]  an actor's liability." Fu v. Fu, 160 N.J. 108, 125-26, 733 A.2d 1133 (1999) (quoting Restatement § 

145 cmt. d). The logic is that "a state has an obvious interest in regulating the conduct of persons within its territory 

and in providing redress for injuries that occurred there." Id. at 126, 733 A.2d 1133 (quoting Restatement § 145 cmt. 

d). Thus, in Camp Jaycee the conduct (the failure of the defendant to act with due care) and the injury (the sexual 

assault of the plaintiff) both occurred in Pennsylvania, the jurisdiction whose law we applied in that case. 197 N.J. at 

136, 962 A.2d 453. Unlike Camp Jaycee, in 514 cases, we do not have the convergence in one jurisdiction of both 

the conduct causing the injury and the occurrence of the injury. 

In this case, moreover, 514 plaintiffs are residents of 44 other jurisdictions, and Roche is a corporation that has its 

principal place of business in New Jersey. That [***54]  indicates a rather diffuse interest among  [**522]  the states. 

Although the relationship between the parties is not centered in one place, Roche marketed Accutane in the 

jurisdictions where plaintiffs resided. Had plaintiffs brought their actions in the states where they were prescribed and 

took Accutane, those state courts presumably would have applied the law of their jurisdictions because each state 

has a strong interest in ensuring that safe products are marketed within its borders. See, e.g., McLennan v. Am. 

Eurocopter Corp., 245 F.3d 403, 426 (5th Cir. 2001) ("Texas has a strong interest in enforcing its products liability 

laws against manufacturers operating in the State."); Fed. Ins. Co. v. J.K. Mfg. Co., 933 F. Supp. 2d 1065, 1077 (N.D. 

111. 2013) ("Indiana has an interest in ensuring that safe products are used within its borders."). Overall, the section 

145 contacts do not point to one ineluctable result. 

We next review the overarching principles of section 6 to guide us in deciding whether New Jersey "has a more 

significant relationship ... to the occurrence and the parties." Restatement § 146. Section 6 prescribes that 

HN11[ ] the factors relevant to the choice of the applicable rule of law include 
(a) the needs of the interstate and international systems, 
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 [*262]  (b) the relevant policies of the forum, 

(c) the relevant policies of other interested states and the relative interests [***55]  of those states in the 

determination of the particular issue, 
(d) the protection of justified expectations, 
(e) the basic policies underlying the particular field of law, 
(f) certainty, predictability and uniformity of result, and 
(g) ease in the determination and application of the law to be applied. 

[Restatement § 6(2).] 

HN12[ ] Our interstate system recognizes that the forum state should not apply its choice-of-law principles in a way 

that discriminates against out-of-state residents. That is the essence of comity. The tort systems of all the jurisdictions 

involved share the same general goals — ensuring that pharmaceutical companies market drugs that are reasonably 

safe for consumption by the public and that the drugs' label warnings adequately inform the physicians who prescribe 

the medications and the patients who use them of the medications' potential benefits and risks. Each jurisdiction 

regulates, in some way, a pharmaceutical company's responsibility for the accuracy of its label warnings in the initial 

marketing and postmarketing phases of a drug. The differences in each jurisdiction's law are sometimes subtle, and 

the precise meaning of another jurisdiction's law is many times far from self-evident. [***56]  In some instances, we 

have difficulty construing our own State's laws, particularly when legislation is written in broad terms and legislative 

history gives little guidance for the interpretive process. Our discussion of New Jersey's PLA later in this opinion 

illustrates the challenges of applying a broadly worded statute to specific circumstances. 

HN13[ ] The parties' expectations "ordinarily play[] little or no part in a choice-of-law question in the field of torts." 

Fu, 160 N.J. at 123, 733 A.2d 1133 (citing Restatement § 145 cmt. b). Nonetheless, to the extent that the parties' 

expectations are relevant, is it realistic that plaintiffs should expect to carry with them the forty-four different laws of 

their home states or the state where their injuries occurred when their cases are consolidated for administrative 

purposes under the umbrella of MCL — a designation intended  [*263]  to make more manageable the processing of 

hundreds and  [**523]  sometimes thousands of cases? One of the reasons for joining together so many cases before 

a single judge is to gain the benefits of administrative efficiency. 

HN14[ ] Under Rule 4:38A, "[t]he Supreme Court may designate a case or category of cases as [MCL] to receive 

centralized management in accordance with [promulgated] criteria and procedures." [***57]  MCL is a grouping of 

"mass tort" cases that typically involve substantial numbers of claims associated with a single product, a mass 

disaster, or a complex environmental event. MCL Resource Book 1. One of the criteria for MCL status is whether the 

cases "involve[] many claims with common, recurrent issues of law and fact." Id. at 4. Other criteria include "whether 

centralized management is fair and convenient to the parties, witnesses and counsel" and "whether the cases require 

specialized expertise and case processing." Id. at 4-5.17 

The two most significant Restatement factors in this MCL matter are section 6 factors f ("certainty, predictability and 

uniformity of result") and g ("ease in the determination and application of the law to be applied"). Applying a single 

standard to govern the adequacy of the label warnings in the 532 individual cases will ensure predictable and uniform 

results — rather than disparate outcomes among similarly situated plaintiffs, who took the same medications and 

                                                 

1717 HN15[ ] Either an Assignment Judge or an interested attorney may apply to this Court to have the case(s) classified as MCL. 

Id. at 2. If the Court classifies a case as MCL, it is assigned to a particular judge. Id. at 4. Currently, the nearly-twenty active MCLs 

in New Jersey are assigned to courts in three designated counties: Atlantic, Bergen, and Middlesex. New Jersey Courts, 

Multicounty Litigation — Frequently Asked Questions, https://www.njcourts.gov/attorneys/mcl/mclfaq.html (last visited Aug. 17, 

2018). 
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were presumably advised by their physicians of the same risks and benefits based on the label warnings. Removed 

from the equation will be the fortuity of the place where [***58]  individual plaintiffs reside and where the injury 

occurred. Of course, each plaintiff controls his or her fate. Plaintiffs can choose to bring suit  [*264]  in the state where 

they reside and the injury occurred and probably enjoy the benefit — if it is a benefit — of their own state law. See 

Bristol-Myers Squibb Co. v. Superior Court,     U.S.    ,    , 137 S. Ct. 1773, 1783, 198 L. Ed. 2d 395 (2017). 

There can be no question that administrative ease and efficiency favor the application of New Jersey's PLA. A single 

judge presiding over highly complex Multicounty Litigation cannot be expected to gain a mastery of the laws of forty-

five jurisdictions. That is a wholly unworkable scheme. It would lead to more errors and more appeals, and therefore 

greater delays in resolving cases — cases that would languish in our court system for many years. 

In the long run, applying New Jersey's PLA in such circumstances as here is not an approach that advantages one 

side or the other. In this case, plaintiffs apparently believe that New Jersey law is not as beneficial to their cause as 

the laws of other jurisdictions. However, as viewed by the Appellate Division, the Roche warnings are adequate under 

the laws of eight other jurisdictions. Today, plaintiffs complain about the application of New Jersey law in 

this [***59]  MCL case. Tomorrow, in another such case, defendants may be the disappointed party. Interestingly, in 

McCarrell, the out-of-state plaintiff clamored for the application of New Jersey's statute of limitations whereas Roche 

angled for the application of the law of the plaintiff's home state. See 227 N.J. at 582-83, 153 A.3d 207. In Rowe, the 

plaintiff did not want Michigan's law to govern because Michigan had an irrebuttable presumption of adequacy for 

FDA-approved  [**524]  label warnings. 189 N.J. at 618, 917 A.2d 767. 

It is understandable that the parties want to apply the law of the jurisdiction that will give them the greatest advantage. 

In this case, we are not picking sides or winners, but merely establishing a reasonable rule of law that can be 

implemented by our courts and that can best advance the administration of justice. 

Here, we find that, under the principles stated in section 6, New Jersey has the most significant relationship to the 

occurrence and the parties, thus overcoming section 146's presumption that the  [*265]  law of the place of injury 

governs. We therefore apply this State's PLA to the 532 cases before us. 

V. 

We now address the standard for overcoming the presumption of adequacy of FDA-approved warnings during the 

postmarketing phase of a prescription medication. [***60]  

A. 

In 1987, New Jersey passed the Products Liability Act, L. 1987, c. 197, codified at N.J.S.A. 2A:58C-1 to -11. HN16[

] In enacting the PLA, the Legislature intended to both codify the existing common law and provide "some sense 

of order and clarity to products liability cases within New Jersey." Governor's Statement to S. 2805; accord N.J.S.A. 

2A:58C-1; see also In re Reglan Litig., 226 N.J. 315, 335, 142 A.3d 725 (2016) ("The PLA is a codification of tort-law 

principles, where the state has traditionally exercised its historic police powers."). 

Under N.J.S.A. 2A:58C-4, the manufacturer or seller is not liable if a product "contains an adequate warning or 

instruction" about the dangers of the product. (emphasis added). The PLA defines "an adequate warning or 

instruction" as 

one that a reasonably prudent person in the same or similar circumstances would have provided with respect to 

the danger and that communicates adequate information on the dangers and safe use of the product, taking into 

account the characteristics of, and the ordinary knowledge common to, the persons by whom the product is 

intended to be used, or in the case of prescription drugs, taking into account the characteristics of, and the 

ordinary knowledge common to, the prescribing physician. 
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[N.J.S.A. 2A:58C-4 (emphasis added).] 

HN17[ ] In the case of prescription [***61]  drugs, the PLA codifies what is commonly referred to as the learned 

intermediary doctrine — a doctrine that acknowledges that "the physician acts as the intermediary between the 

manufacturer and the [patient]." Niemiera, 114 N.J. at 559, 555 A.2d 1112. The prescribing physician — as a learned 

intermediary — generally is in the best position to advise  [*266]  the patient of the benefits and risks of taking a 

particular drug to treat a medical condition. See Perez, 161 N.J. at 17-18, 734 A.2d 1245. Under the learned 

intermediary doctrine, "a pharmaceutical manufacturer generally discharges its duty to warn the ultimate user of 

prescription drugs by supplying physicians with information about the drug's dangerous propensities." Id. at 10, 734 

A.2d 1245 (quoting Niemiera, 114 N.J. at 559, 555 A.2d 1112). 

Under the PLA, a presumption of adequacy attaches to a product's label warnings approved by the Food and Drug 

Administration. N.J.S.A. 2A:58C-4 provides that 

[i]f the warning or instruction given in connection with a drug or device or food or food additive has been approved 

or  [**525]  prescribed by the federal Food and Drug Administration under [federal laws], a rebuttable 

presumption shall arise that the warning or instruction is adequate. 
[(emphasis added).] 

HN18[ ] The Legislature, by attaching a presumption of adequacy to FDA-approved warnings, "recognized the 

preeminent [***62]  role of federal regulation of drugs and medical devices." Cornett v. Johnson & Johnson, 211 N.J. 

362, 387, 48 A.3d 1041 (2012); accord Rowe, 189 N.J. at 625, 917 A.2d 767 (noting that PLA accepts FDA regulation 

and enforcement mechanisms as ordinarily "sufficient . . . to deter New Jersey pharmaceutical companies from 

manufacturing unsafe prescription drugs"). Given the importance of the federal regulatory process in relation to the 

PLA, a brief overview of the relevant FDA premarketing and postmarketing regulations governing prescription drugs 

will be helpful. 

B. 

HN19[ ] The FDA is responsible for "promot[ing] the public health by promptly and efficiently reviewing [drug 

manufacturers'] clinical research and taking appropriate action on the marketing of regulated products in a timely 

manner." 21 U.S.C. § 393(b)(1). Before a pharmaceutical company can market any new drug, it must complete the 

process for a New Drug Application (NDA), during which the FDA conducts a rigorous review to ensure that the drug 

is "safe and effective." See 21 C.F.R. § 314.2; see generally, 21 C.F.R. § 314.1 to .170.  [*267]  As part of the NDA, 

the FDA requires extensive information, including the ingredients of the drug, its biological mechanisms, and the 

results of animal studies and clinical tests. 21 C.F.R. § 314.50. The FDA also ensures that the drug label summarizes 

"the essential scientific information [***63]  needed for the safe and effective use of the drug" and describes potential 

safety hazards associated with use of the drug. 21 C.F.R. § 201.56(a); accord 21 C.F.R. § 314.50 (requiring that NDA 

include content for labeling). 

HN20[ ] The FDA's oversight is at its peak before a new drug goes to market. See David A. Kessler & David C. 

Vladeck, A Critical Examination of the FDA's Efforts to Preempt Failure-To-Warn Claims, 96 Geo. L.J. 461, 465 (2008) 

("Kessler & Vladeck") (noting that when FDA approves new drug, it "is in the best position to be the exclusive arbiter 

of a drug's safety and effectiveness" because it then "has had access to and has devoted considerable resources to 

reviewing carefully all of the extant health and safety data relating to the drug").18 The clinical trials of a drug, however,

1818 The Kessler & Vladeck article has been cited by state and federal courts for its insights regarding the FDA's approval process

and postmarketing efforts. See, e.g., Wyeth, 555 U.S. 555, 579 n.12, 129 S. Ct. 1187, 173 L. Ed. 2d 51 (2009); Huck v. Wyeth, 
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may not identify all of the drug's risks by the time of FDA approval.19 Id. at 470. After the drug goes to market,

the  [**526]  manufacturer may receive critical new information about the risks, benefits, and  [*268]  optimal use of 

the drug. See 21 U.S.C. § 314.80(b). During the postmarketing period, when the drug is widely prescribed, risks 

emerge that were not "foreseen by the drug's manufacturer or the FDA and, for that reason, are not addressed on 

the label." Kessler & Vladeck at 466. 

HN21[ ] Under federal law, the manufacturer is responsible for the adequacy of a drug label's warnings not only 

when it files an NDA, 21 U.S.C. § 355(b)(1), (d), (j)(2)(A), but also during the period when the drug is on the market 

after FDA approval, see 21 C.F.R. § 314.70. After a manufacturer becomes aware of a previously unknown significant 

risk about a drug, the manufacturer must update the label to account for that risk in accordance with 21 C.F.R. §§ 

314.70 ("Supplements and other changes to an approved NDA") and 601.12 ("Changes to an approved application"). 

The FDA requires a manufacturer to change a drug's "labeling to reflect newly acquired information" in certain 

circumstances. 21 C.F.R. § 314.70(c)(6)(iii). For example, a manufacturer must "add or strengthen a contraindication, 

warning, precaution, or adverse reaction for which the evidence of a causal association satisfies the 

standard [***65]  for inclusion in the labeling under [21 C.F.R.] § 201.57(c)." 21 C.F.R. § 314.70(c)(6)(iii)(A). In turn, 

21 C.F.R. § 201.57(c)(6) requires that a drug's "labeling must be revised to include a warning about a clinically 

significant hazard as soon as there is reasonable evidence of a causal association with a drug; a causal relationship 

need not have been definitely established." 21 C.F.R. § 201.57(c)(6). 

Thus, federal regulations make clear that drug manufacturers are responsible for the postmarketing surveillance of 

their products, 21 C.F.R. § 314.80(b), and have a continuing responsibility "to maintain their labeling and update the 

labeling with new safety information," 73 Fed. Reg. 49,603, 49,605 (Aug. 22, 2008). See Wyeth v. Levine, 555 U.S. 

555, 570-71, 129 S. Ct. 1187, 173 L. Ed. 2d 51 (2009). 

In Wyeth, the United States Supreme Court focused on the federal regulatory process that holds drug manufacturers 

accountable  [*269]  for revising their warning labels after a new drug has been on the market and on the role state 

tort law plays in enforcing that regulatory process. 555 U.S. at 567-68, 577-79. HN22[ ] The Court in Wyeth held 

that federal law did not preempt a state-law tort action against a manufacturer of a prescription brand-name drug for 

its failure to give adequate warnings about the significant risks of administering the drug. Id. at 563, 581. Indeed, one 

of the central premises of the Federal Food, Drug, and Cosmetic Act (FDCA) and FDA regulations is "that the 

manufacturer [***66]  bears responsibility for the content of its label at all times" and "is charged both with crafting an 

adequate label and with ensuring that its warnings remain adequate as long as the drug is on the market." Id. at 570-

71. The Court noted that under the "changes being effected" (CBE) regulation, 21 C.F.R. § 314.70(c), a manufacturer

can unilaterally strengthen label warnings before the FDA's approval. Id. at 568-71. The CBE regulation, in defined 

circumstances, provides that a manufacturer may make a label change when it files a supplemental application with 

the FDA — and before FDA approval — "that is intended to increase the safe use of the drug product." Id. at 568 

Inc., 850 N.W.2d 353, 397-98 (Iowa 2014); McDarby, 401 N.J. Super. at 57-58, 64-66. One of the authors of the article, David A. 

Kessler, is a former FDA Commissioner. 

1919 Premarket research has obvious limitations. Kessler & Vladeck at 470. According to the authors,

[p]rior to FDA approval, [***64]  drugs are tested on relatively small populations of patients, for durations rarely exceeding a 

year or two. Thus, pre-approval testing generally is incapable of detecting adverse effects that occur infrequently, have long 

latency periods, or affect subpopulations not included or adequately represented in the studies (for example, the elderly, 

ethnic minorities, and pregnant women).

[Id. at 471, cited in Mut. Pharm. Co. v. Bartlett, 570 U.S. 472, 500, 133 S. Ct. 2466, 186 L. Ed. 2d 607 (2013).]
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(citing 21 C.F.R. § 314.70(c)(6)(iii)(A), (C)).20 In Wyeth,  [**527]  when the risk became apparent to the manufacturer 

that its drug might cause serious harm, "[the manufacturer] had a duty to provide a warning that adequately described 

that risk, and the CBE regulation permitted it to provide such a warning before receiving the FDA's approval." Id. at 

571. 

Significantly, HN23[ ] the Supreme Court concluded that failure-to warn lawsuits against manufacturers provide "a 

complementary form of drug regulation" in the postmarketing phase. Id. at 578. In that phase, the Court recognized, 

the FDA's monitoring is far from foolproof. As the Court observed, [***67]  

 [*270]  [t]he FDA has limited resources to monitor the 11,000 drugs on the market, and manufacturers have 

superior access to information about their drugs, especially in the postmarketing phase as new risks emerge. 

State tort suits uncover unknown drug hazards and provide incentives for drug manufacturers to disclose safety 

risks promptly. They also serve a distinct compensatory function that may motivate injured persons to come 

forward with information. Failure-to-warn actions, in particular, lend force to the FDCA's premise that 

manufacturers, not the FDA, bear primary responsibility for their drug labeling at all times. 

[Id. at 578-79 (footnote omitted).] 

C. 

With the federal regulatory process as prologue, we turn to HN24[ ] the rebuttable presumption of adequacy that 

attaches to an FDA-approved warning. N.J.S.A. 2A:58C-4. The presumption of adequacy necessarily "helps to ensure 

that manufacturers are not made guarantors against remotely possible, but not scientifically-verifiable, side-effects of 

prescription drugs," Perez, 161 N.J. at 25, 734 A.2d 1245, and "reduc[es] the burden placed on [manufacturers of 

medications with FDA-approved warnings] by product liability litigation," Rowe, 189 N.J. at 626, 917 A.2d 767. The 

Legislature, however, gave no precise guidance either in the Products Liability [***68]  Act or in its legislative history 

suggesting the proofs necessary to overcome the rebuttable presumption of adequacy of FDA-approved warnings. 

In Feldman v. Lederle Laboratories, the Court acknowledged that the PLA's "plain language defies the conclusion 

that the presumption cannot be overborne." 125 N.J. 117, 157, 592 A.2d 1176 (1991). Feldman, however, did not 

detail the proofs necessary to overcome the presumption, despite its reference to the general means of overcoming 

a presumption. Ibid. (citing McCormick on Evidence § 344, at 978-79 (E. Cleary ed., 3d ed. 1984)). The Court in Perez 

for the first time addressed the role of the federal regulatory process in relation to the PLA's presumption of adequacy 

that attaches to FDA-approved drugs. 161 N.J. at 25, 734 A.2d 1245. 

HN25[ ] In Perez, the Court primarily focused on the learned intermediary doctrine, holding that the doctrine did not 

apply when a  [*271]  pharmaceutical company engaged in direct marketing of a product to consumers. Id. at 11-22, 

734 A.2d 1245. Within that context, the Court also declared that "in the area of direct-to-consumer advertising of 

pharmaceuticals, the same rebuttable presumption [of adequacy] should apply when a manufacturer complies with 

FDA advertising, labeling and warning requirements." Id. at 24, 734 A.2d 1245. 

 [**528]  The Court made clear that [***69]  "FDA regulations are pertinent in determining the nature and extent of 

any duty of care that should be imposed on pharmaceutical manufacturers" and that "FDA regulations serve as 

compelling evidence that a manufacturer satisfied its duty to warn the physician about potentially harmful side effects 

of its product." Ibid. Significantly, the Court generally cited FDA advertising regulations and did not distinguish 

between FDA regulations governing pharmaceutical drugs in the premarketing and postmarketing phases. See id. at 

                                                 

2020 The CBE regulation identifies several other categories of changes "reflect[ing] newly acquired information" which the 

manufacturer (or corresponding party) may implement prior to approval by the FDA. 21 C.F.R. § 314.70(c). 
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22-24, 734 A.2d 1245. 

HN26[ ] In the absence of statutory language or legislative history suggesting the standard to overcome the 

rebuttable presumption, the Court in Perez turned to the punitive damages section of the PLA for guidance. Id. at 25, 

734 A.2d 1245. N.J.S.A. 2A:58C-5(c) states in part that punitive damages are not available "if a drug . . . is generally 

recognized as safe and effective pursuant to" the FDA's "packaging and labeling regulations," except "where the 

product manufacturer knowingly withheld or misrepresented information required to be submitted under the agency's 

regulations, which information was material and relevant to the harm in question." Adapting that language to the 

rebuttable presumption of adequacy accorded to [***70]  FDA-approved label warnings, the Court held that "absent 

deliberate concealment or nondisclosure of after-acquired knowledge of harmful effects, compliance with FDA 

standards should be virtually dispositive of [product-liability and failure-to-warn] claims." Perez, 161 N.J. at 25, 734 

A.2d 1245. The Court acknowledged that "[t]his presumptive effect is in accordance with legislative intent that we 

discern from the punitive  [*272]  damages provision of the [PLA]" concerning "FDA labeling and pre-marketing 

requirements." Ibid. (emphasis added). 

Notably, Perez was decided twenty years before Wyeth's expansive discussion of a manufacturer's duty to update 

label warnings under FDA regulations in the postmarketing phase. Indeed, the Appellate Division in McDarby "note[d] 

that close scrutiny of the FDA and its regulatory power in a labeling context commenced only after Perez was decided, 

and that scrutiny disclosed flaws in the regulatory system." 401 N.J. Super. at 64, 949 A.2d 223. The McDarby court 

surveyed the FDA's role in the postmarketing phase of a drug and came to conclusions similar to those of the Wyeth 

Court. 401 N.J. Super. at 63-66, 949 A.2d 223. It observed that "[c]ommentators and courts have since [Perez] 

recognized that, whereas pre-market approvals of drugs are generally thorough in nature, the ability [***71]  of the 

FDA, post-market, 'to detect unforeseen adverse effects of [a] drug and to take prompt and effective remedial action' 

is considerably less." Id. at 64, 949 A.2d 223 (third alternation in original) (quoting Kessler & Vladeck at 465); see 

also Reglan, 226 N.J. at 337, 142 A.3d 725 (noting that Wyeth acknowledged "that the FDA does not have the 

resources to monitor the labeling of thousands of drugs after they are marketed"). 

The "flaws in that post-marketing oversight process," the Appellate Division reasoned, "render[ed] the dictum of Perez 

less all-encompassing than it might then have appeared" and "provide[d] the foundation for [a] further exception to 

the presumption of adequacy" enunciated in McDarby. McDarby, 401 N.J. Super. at 64, 949 A.2d 223. 

McDarby did not deal with a manufacturer deliberately concealing or not disclosing after-acquired knowledge of a 

drug's harmful effects from the FDA, the bases for overcoming the presumption of adequacy of FDA-approved label 

warnings  [**529]  recognized in Perez. See id. at 63, 949 A.2d 223. In McDarby, the manufacturer had disclosed 

information about the drug's cardiovascular risk to the FDA but deliberately delayed amending the warning label 

to  [*273]  identify that risk, "despite the universal opinions of the FDA's advisory committee and medical reviewers 

— and indeed, initially, the FDA regulators, themselves [***72]  — that a warning was appropriate."21 Id. at 69, 949

A.2d 223. In light of the limitations of the FDA postmarketing oversight process and the evidence in that case, the 

Appellate Division articulated a further basis for overcoming the presumption of adequacy: a manufacturer's 

2121 The conduct in question occurred before the 2007 Amendments to the Food, Drug, and Cosmetic Act, during which the FDA

"did not have the [statutory] authority to compel labeling changes, but instead had to negotiate changes with the drug's sponsor." 

McDarby, 401 N.J. Super. at 65, 949 A.2d 223 (alteration in original) (quoting Kessler & Vladeck at 466). As a result of the 2007 

Amendments, the FDA now has enhanced postmarketing oversight powers. See Pub. L. No. 110-85, 121 Stat. 823. Those 

increased powers include the authority to require drug manufacturers to conduct postmarketing studies and clinical trials for 

approved drugs and products, 21 U.S.C. § 355(o)(3), and to mandate a labeling change it "deems appropriate to address . . . new 

safety information," 21 U.S.C. § 355(o)(4)(E). However, as discussed below, there are still resource-related concerns about the 

FDA's capacity to fully carry out its postmarket responsibilities. 
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"economically-driven manipulation of the post-market regulatory process." Id. at 63-64, 949 A.2d 223. In Cornett, 211 

N.J. at 388, 48 A.3d 1041, this Court recognized the McDarby exception. 

D. 

The FDA's postmarketing oversight of drug label warnings is still hobbled by resource problems, according to a 

December 2015 report by the Government Accountability Office (GAO). That report indicated that the "FDA's lack of 

reliable, readily accessible postmarket safety data has prevented the agency from publishing required reports in a 

timely manner and has restricted its ability to conduct systematic oversight." U.S. Gov't Accountability Office, Drug 

Safety: FDA Expedites Many Applications, But Data for Postapproval Oversight Need Improvement 22 (Dec. 2015).22 

 [*274]  We are mindful of Perez's general directive that federal regulations are of the utmost significance in 

determining whether "a manufacturer satisfied its duty to warn the physician about potentially harmful side effects of 

its product." See Perez, 161 N.J. at 24, 734 A.2d 1245. Those regulations, [***73]  in the postmarketing phase of a 

drug, require a manufacturer to revise a label to include a warning "about a clinically significant hazard as soon as 

there is reasonable evidence of a causal association with a drug." 21 C.F.R. § 201.57 (c)(6);23 see also 21 C.F.R. §

314.70(c)(6)(iii)(A) (stating that, based on "newly acquired information," manufacturers must "add 

or  [**530]  strengthen a contraindication, warning, precaution, or adverse reaction for which the evidence of a causal 

association satisfies the standard for inclusion in the labeling under [21 C.F.R.] § 201.57(c)"). 

HN27[ ] Even when manufacturers forward newly acquired information about a drug's risks to the FDA, Wyeth and 

the federal regulatory system make clear that manufacturers bear the ultimate responsibility for monitoring the effects 

of the drugs they place on the market. 555 U.S. at 570-71. The manufacturer's postmarketing obligation to update a 

label's warnings consistent with 21 C.F.R. § 201.57(c) and 21 C.F.R. § 314.70(c) is especially significant given that 

the FDA's oversight capabilities are limited due to overstretched resources in monitoring thousands of drugs on the 

market. Id. at 578. 

 [*275]  Thus, an FDA-approved warning for a drug on the market for many years may grow stale in light of "newly 

acquired information" about "a clinically significant hazard" in the use of the [***74]  drug by certain consumers. 21 

C.F.R. § 201.57(c); 21 C.F.R. § 314.70(c). Prior FDA approval of a label's warning is not a license for a manufacturer 

to withhold updating and revising that warning in accordance with federal regulations. See ibid. 

HN28[ ] The PLA provides manufacturers with the protection of a rebuttable presumption of adequacy of an FDA-

approved label warning. N.J.S.A. 2A:58C-4. An adequate warning for a prescription drug is one that "a reasonably 

prudent" manufacturer would have provided concerning dangers related to the drug's use "taking into account the 

characteristics of, and the ordinary knowledge common to, the prescribing physician." Ibid. "A duty to warn arises if 

[a manufacturer] actually knew or should have known of the need to issue a particular warning." N.J. Model Civil Jury 

Charges 5.40C (Model Civil Jury Charges Comm. 2017) (model charge for Failure to Warn/Instruct); see also 

McDarby, 410 N.J. Super. at 72, 949 A.2d 223 (finding that jury appropriately directed "to consider what 

2222 In particular, the GAO found that the FDA's database had inaccurate and incomplete data, in part due to delays in staff

reviewing submissions. Id. at 23. The GAO estimated that the FDA failed to review in a timely manner more than half of the 

submissions associated with 1400 postmarket studies of drugs on the market. Id. at 23-24. 

2323 21 C.F.R. § 201.57 applies to prescription drug products for which an NDA or efficacy supplement was approved by the FDA

between June 30, 2001 and June 30, 2006, was pending on June 30, 2006, or was submitted anytime on or after June 30, 2006. 

21 C.F.R. § 201.56(b)(1). All other prescription drug products are subject to the requirements in 21 C.F.R. § 201.80. Ibid. Under § 

201.80, manufacturers are required to revise the labeling if there is reasonable evidence of an association — not a causal 

association — of a serious hazard with the drug. 21 C.F.R. § 201.80(e). 

https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4SMJ-VRS0-TX4N-G0K1-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4SMJ-VRS0-TX4N-G0K1-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:569B-DWB1-F04H-V0K3-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:569B-DWB1-F04H-V0K3-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:569B-DWB1-F04H-V0K3-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3X4V-6YW0-0039-447V-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3X4V-6YW0-0039-447V-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5TD8-YG61-F5T5-M15C-00000-00&context=&link=clscc27
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4VRY-4YV0-TXFX-13DM-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4VRY-4YV0-TXFX-13DM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4VRY-4YV0-TXFX-13DM-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMH0-008G-Y2K2-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5TD8-YG61-F5T5-M15C-00000-00&context=&link=clscc28
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-BKM1-6F13-047M-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-BKM1-6F13-047M-00000-00&context=
https://advance.lexis.com/api/document?collection=jury-instructions&id=urn:contentItem:4XSF-JYC0-0248-W01K-00000-00&context=
https://advance.lexis.com/api/document?collection=jury-instructions&id=urn:contentItem:4XSF-JYC0-0248-W01K-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4SMJ-VRS0-TX4N-G0K1-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4SMJ-VRS0-TX4N-G0K1-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RHV-NC90-008G-Y03D-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5MW6-6BN0-008G-Y1SN-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5MW6-6BN0-008G-Y1SN-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5MW6-6BN0-008G-Y1SN-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMF0-008G-Y2JR-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMF0-008G-Y2JR-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMF0-008G-Y2JR-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMF0-008G-Y2JR-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMF0-008G-Y2JR-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMF0-008G-Y2JR-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMF0-008G-Y2JR-00000-00&context=
https://advance.lexis.com/api/document?collection=administrative-codes&id=urn:contentItem:5RP9-YMF0-008G-Y2JR-00000-00&context=


Page 41 of 44 

In re Accutane Litig. 

MICHAEL DONAHUE 

[manufacturer] knew or should have known, when facts sufficient to require a warning became known, and whether 

it acted reasonably, given the information that it possessed"). 

HN29[ ] Consistent with Perez and McDarby, and the federal regulatory scheme, we hold that the rebuttable 

presumption of [***75]  adequacy attaching to an FDA-approved drug label is overcome when a plaintiff presents 

clear and convincing evidence that a manufacturer knew or should have known, based on newly acquired information, 

of a causal association between the use of the drug and "a clinically significant hazard" and that the manufacturer 

failed to update the label accordingly. See 21 C.F.R. § 201.57(c); 21 C.F.R. § 314.70(c). We add one caveat. A 

manufacturer that acts in a reasonable and timely way to update its label warnings with the FDA, in accordance with 

its federal regulatory  [*276]  responsibilities, will receive the protection of the rebuttable presumption. If not, it cannot 

seek shelter behind it. 

The heightened standard of clear and convincing evidence is in keeping with the high threshold set by Perez. Clear 

and convincing evidence is evidence that produces "a firm belief or conviction" in the truth of the alleged facts. N.J. 

Model Civil Jury Charges 1.19 (Model Civil Jury Charges Comm. 2017) (model charge for Burden of Proof — Clear 

and Convincing Evidence). More descriptively, "it is evidence so clear, direct, weighty in terms of quality, and 

convincing as to cause [one] to come to a clear conviction of the truth of the precise facts in issue." [***76]  Ibid. We 

reject  [**531]  the argument by amicus curiae New Jersey Association for Justice that the usual evidentiary standard 

for overcoming the presumption should apply. 

The standard articulated here is a natural extension of the decisions in Perez and McDarby. It is a standard protective 

of responsible drug manufacturers. HN30[ ] Faced with clear and convincing evidence of a label warning's 

inadequacy based on the FDA's label warning updating requirements set forth in 21 C.F.R. § 201.57(c) and 21 C.F.R. 

§ 314.70(c), a responsible drug manufacturer will take action to revise its drug label warnings.

The PLA's rebuttable presumption of adequacy that attaches to label warnings gives pharmaceutical companies the 

protection necessary to research and develop the drugs that will improve and extend the lives of people around the 

world. The presumption of adequacy protects manufacturers from unmeritorious lawsuits. See Perez, 161 N.J. at 25, 

734 A.2d 1245; Rowe, 189 N.J. at 626, 917 A.2d 767. 

The Legislature, however, envisioned that, in appropriate circumstances, the presumption would be overcome. See 

Feldman, 125 N.J. at 157, 592 A.2d 1176 ("[The PLA's] plain language defies the conclusion that the presumption 

cannot be overborne."). In passing the PLA, the Legislature affirmed New Jersey's "substantial interest in deterring 

its manufacturers from developing, [***77]  making, and distributing unsafe products, including inadequately 

labeled  [*277]  prescription drugs." See McCarrell, 227 N.J. at 597, 153 A.3d 207; Governor's Statement to S. 2805 

(July 23, 1987) ("This legislation responds to the well documented need for the establishment of clear rules regarding 

legal actions seeking damages for harm caused by products."). 

The high standard for overcoming the rebuttable presumption of adequacy of an FDA-approved label warning 

represents a balance that protects pharmaceutical companies that act responsibly and the public that consumes their 

products. 

VI. 

With the above principles in mind, we must now determine whether plaintiffs have presented the necessary evidence 

to overcome the presumption of adequacy that attaches to the FDA-approved post-April 2002 label warnings for 

Accutane. See N.J.S.A. 2A:58C-4. 

HN31[ ] Three pathways are available to overcome the presumption of adequacy. The first pathway is if a plaintiff 

can establish "deliberate concealment or nondisclosure of after-acquired knowledge of harmful effects." Perez, 161 
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N.J. at 25, 734 A.2d 1245. The second is if a plaintiff can demonstrate "economically-driven manipulation of the post-

market regulatory process." McDarby, 401 N.J. Super. at 63, 949 A.2d 223. The third is if a plaintiff can prove by clear 

and convincing evidence that a manufacturer [***78]  knew or should have known in the postmarketing phase that 

the drug warnings were inadequate based on the label warning updating requirements in 21 C.F.R. § 201.57(c), 21 

C.F.R. § 314.70(c), or any other pertinent federal regulation. 

On the record before us, plaintiffs have failed to show any of those bases for overcoming the presumption of 

adequacy. In the absence of evidence sufficient to rebut the presumption, as a matter of law, the warnings adequately 

conveyed to medical professionals — as well as to patients — that usage of Accutane was associated with a risk of 

IBD. 

 [*278]  The post-April 2002 label warnings expressly informed physicians and, through them, patients that Accutane 

had been associated with a risk of IBD. Nevertheless, our focus is not only on the physician  [**532]  label, the primary 

means by which Roche communicated to prescribing physicians the risks of Accutane, but also on other IBD-related 

warnings that informed patients. 

Roche used multiple warning tools: the physician label and Best Practices Guide, intended for physicians, and the 

Patient Safety Packet, Medication Guide, and blister packaging, intended for patients. The physician label — written 

for trained healthcare professionals — identified IBD by name ("Accutane [***79]  has been associated with 

inflammatory bowel disease . . . .") and listed the most common symptoms of IBD ("Patients experiencing abdominal 

pain, rectal bleeding or severe diarrhea should discontinue Accutane immediately."). Moreover, the physician label 

noted the potentially permanent nature of the condition ("In some instances, symptoms have been reported to persist 

after Accutane treatment has been stopped."). It also specifically warned prescribing physicians that patients with no 

prior history of intestinal problems might be at risk of IBD ("Accutane has been associated with [IBD] in patients 

without a prior history of intestinal disorders."). 

Plaintiffs' principal criticism is that the physician label and other warning materials should have used the language 

"causes" instead of "has been associated with" to describe the relationship between Accutane and IBD. Plaintiffs, 

however, have failed to present clear and convincing evidence that Roche's use of the word "associated" to describe 

the relationship between Accutane and IBD was inadequate. We look to the scientific understanding of "association" 

as a physician would understand the term. According to the Reference Manual on Scientific [***80]  Evidence, an 

association includes the possibility of causation but is not in itself causation. Reference Manual on Scientific Evidence 

619 (3d ed. 2011) ("Association does not necessarily imply a causal relationship."). By use of the word "associated," 

Roche informed physicians that it was possible — though not proven — that, in the case of some 

patients,  [*279]  Accutane may have caused IBD. Roche had reports that some patients, after taking Accutane, 

developed symptoms of IBD. That one followed the other does not prove cause and effect. See In re: Accutane Litig., 

234 N.J. 340, 352-54, 191 A.3d 560, 2018 N.J. LEXIS 988, *26-28 (2018). 

Moreover, we do not find that the isolated examples plaintiffs have exhumed from the volumes of evidence support a 

showing of deliberate nondisclosure to the FDA, economically driven manipulation of the regulatory process, or clear 

and convincing evidence that Roche knew or should have known of the inadequacy of the warnings in light of the 

relevant federal regulations. Plaintiffs cite to the 1994 memorandum in which Dr. Lefrancq, a Roche physician, notes 

that Accutane "may induce or aggravate a preexisting colitis." Another 1994 excerpted internal Roche document 

noted that colitis was identified as a "possible" side effect of Accutane. Those memoranda [***81]  are far from clear 

and convincing evidence that the language "Accutane has been associated with [IBD]" was an inadequate warning.24 

2424 Plaintiffs further cite the latter 1994 document as evidence that the use of Accutane was contraindicated in all patients with

IBD or a family history of the disease. However, the document specifically indicates that the data regarding Accutane's association 
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 [**533]  Plaintiffs argue that Roche had internally concluded that Accutane was causally — not just possibly — 

related to IBD. However, plaintiffs have failed to establish that Roche had in fact made such a determination, engaged 

in deliberate concealment or nondisclosure of such knowledge, or otherwise knew or should have known under the 

standard articulated above that the use of the word "associated" was inadequate. Rather, in support of that claim, 

plaintiffs point to another isolated statement from a 2000 regulatory report culled from the voluminous discovery. 

 [*280]  In that report, a physician, while discussing and analyzing an individual patient's medical history while on 

Accutane, states that Accutane "has been found to be causally associated with inflammatory bowel disease, including 

colitis." The record does not reflect the basis for that physician's comment. Nor does that statement suggest a 

consensus by other Roche physicians or employees about a causal connection between Accutane usage and IBD. 

Indeed, we do not know whether the statement represents anything [***82]  more than one physician's understanding 

(or misunderstanding) of the relationship between Accutane and IBD. To be sure, that single statement is not clear 

and convincing evidence that Roche knew or should have known that the use of the word "associated" was 

inadequate. 

Additionally, there is no evidence that Roche deliberately concealed or withheld any material information from the 

FDA or engaged in economically driven manipulation of the regulatory process. In fact, Roche's early postmarket 

monitoring led to the identification of IBD as a possible risk. At the urging of the FDA, Roche revised the initial warning 

language about IBD, removing the word "temporally" to more precisely align the warning with the evidence it had on 

hand regarding the potential permanency of IBD symptoms associated with Accutane. 

Nor is there any evidence that Roche avoided necessary label changes for economic reasons. Roche's marketing 

personnel certainly expressed an interest in Accutane's financial success; it would have been surprising if it were 

otherwise. However, there is no evidence that Roche's financial interest in Accutane's success led it to withhold 

necessary IBD-related warnings. Cf. McDarby, 401 N.J. Super. at 69, 949 A.2d 223 (noting [***83]  manufacturer's 

"strenuous, economically driven, opposition" to including cardiovascular risk in drug label). Roche was not averse to 

using causation language when appropriate. For example, Roche included label warnings that the use of Accutane 

posed "an extremely high risk" of causing birth defects and that "Accutane may cause depression." 

 [*281]  Finally, the record shows that the FDA actively engaged in the postmarketing oversight of Accutane and 

proactively recommended strengthening warnings about IBD — a recommendation followed by Roche. Whatever 

continuing concerns there may be about the FDA's postmarketing oversight capacity, there is no evidence in this 

record of shortcomings in the FDA's oversight of Accutane. 

VII. 

For the reasons expressed, we reverse the judgment of the Appellate Division in those cases in which it vacated the 

grant of summary judgment in favor of Roche and affirm its judgment in those cases in which it upheld the grant of 

summary judgment in favor of Roche. As a result, the 532 failure-to-warn cases brought by plaintiffs against Roche 

are dismissed. 

CHIEF JUSTICE RABNER and JUSTICES LaVECCHIA, FERNANDEZ VINA, SOLOMON, and  [**534]  TIMPONE 

join in JUSTICE ALBIN's opinion. JUSTICE [***84]  PATTERSON did not participate. 

with IBD is "contradictory" and that there was not sufficient data to describe it as a contraindication. The document did note, 

however, that Accutane should be contraindicated for patients in the active phase of IBD. Significantly, the label warnings advised 

both physicians and patients that patients should discontinue Accutane use immediately if they experienced any IBD-related 

symptoms. 
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Judgment of the lower appellate court reversed. 

LexisNexis® Headnotes 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN1[ ]  Expert Witnesses, Daubert Standard 

The New Jersey Supreme Court perceives little distinction between Daubert's principles regarding expert testimony 

and the Court's own, and believe that its factors for assessing the reliability of expert testimony will aid our trial courts 

in their role as the gatekeeper of scientific expert testimony in civil cases. Accordingly, the Court reconcile New 

Jersey's standard under N.J.R.E. 702, and relatedly N.J.R.E. 703, with the federal Daubert standard to incorporate 

its factors for civil cases. 

Civil Procedure > Appeals > Standards of Review > Abuse of Discretion 

Evidence > Admissibility > Expert Witnesses 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN2[ ]  Standards of Review, Abuse of Discretion 

The New Jersey Supreme Court reaffirms that the abuse of discretion standard must be applied by an appellate court 

assessing whether a trial court has properly admitted or excluded expert scientific testimony in a civil case. 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN3[ ]  Expert Witnesses, Helpfulness 

N.J.R.E. 702 and N.J.R.E. 703 control the admission of expert testimony. N.J.R.E. 702 provides that if scientific, 

technical, or other specialized knowledge will assist the trier of fact to understand the evidence or to determine a fact 

in issue, a witness qualified as an expert by knowledge, skill, experience, training, or education may testify thereto in 

the form of an opinion or otherwise. N.J.R.E. 703 states that the facts or data in the particular case upon which an 

expert bases an opinion or inference may be those perceived by or made known to the expert at or before the hearing. 
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If of a type reasonably relied upon by experts in the particular field in forming opinions or inferences upon the subject, 

the facts or data need not be admissible in evidence. In State v. Kelly, three prerequisites are identified to a 

determination that expert testimony is permissible: (1) the intended testimony must concern a subject matter that is 

beyond the ken of the average juror; (2) the field testified to must be at a state of the art such that an expert's testimony 

could be sufficiently reliable; and (3) the witness must have sufficient expertise to offer the intended testimony. That 

standard provides the baseline for the admissibility of expert testimony. N.J.R.E. 702 incorporates the standard 

articulated by Kelly. 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > Admissibility > Expert Witnesses > Kelly Frye Standard 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

HN4[ ]  Expert Witnesses, Daubert Standard 

The Kelly criteria elucidated application of the then-applicable general acceptance standard for admitting scientific 

evidence, which originated in Frye v. United States. While courts will go a long way in admitting expert testimony 

deduced from a well-recognized scientific principle or discovery, the thing from which the deduction is made must be 

sufficiently established to have gained general acceptance in the particular field in which it belongs. For many years, 

the majority of state and federal jurisdictions, including New Jersey, has adhered to the general acceptance standard 

first put forth in Frye. Frye has been the dominant standard for determining the admissibility of novel scientific 

evidence for over seventy years. Then, in 1991, prior to the United States Supreme Court's seminal Daubert decision, 

in which the Court interpreted the Federal Rules of Evidence on expert testimony, the New Jersey Supreme Court 

has moved away from rigid adherence to the general acceptance standard. 

Evidence > Admissibility > Expert Witnesses 

Torts > ... > Proof > Evidence > Expert Testimony 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN5[ ]  Admissibility, Expert Witnesses 

The New Jersey Supreme Court has held in Rubanick that a court may admit expert scientific evidence on a causation 

theory in toxic tort litigation so long as it is based on a sound, adequately-founded scientific methodology involving 

data and information of the type reasonably relied on by experts in the scientific field. One year later, in Landrigan, 

the Court reinforces that in toxic tort matters involving novel theories of causation the trial court is obliged to review 

data and studies relied on by experts proffering an opinion in order to determine whether the expert's opinion is 

derived from a sound and well-founded methodology that is supported by some expert consensus in the appropriate 

field. In Kemp, the Court expands Rubanick to all novel medical causation circumstances and solidified the 

requirement of a pretrial N.J.R.E. 104 hearing for assessing an expert's testimony. Presently, a Kemp hearing is a 

common pretrial occurrence for resolving the reliability of expert scientific testimony. 
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Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > Admissibility > Expert Witnesses > Kelly Frye Standard 

HN6[ ]  Expert Witnesses, Daubert Standard 

The New Jersey Supreme Court was in the vanguard of courts to be persuaded that adherence to the Frye general 

acceptance standard as the sole test for assessing reliability of scientific expert testimony was unsatisfactorily 

constricting for fairly assessing reliability in certain areas of novel or emerging fields of science. As Frye garnered 

considerable criticism through the years, the United States Supreme Court ultimately resolves a split among the circuit 

courts and held that Frye was superseded by the adoption of the Federal Rules of Evidence. 

Evidence > Admissibility > Expert Witnesses 

Torts > ... > Proof > Evidence > Expert Testimony 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN7[ ]  Admissibility, Expert Witnesses 

Toxic-tort litigation does not frequently encounter well-established and widely-accepted scientific theories of causation 

that can, at the level demanded by the scientific method, precisely delineate the causal path between the toxin and 

the pathology. Nevertheless, in such litigation there is often available data and information of a type that is used and 

relied on by experts in the field; further, there are reputable and highly qualified experts who, drawing on such data 

and information, have the proficiency to apply sound scientific methods sufficient to reach creditable opinions with 

respect to causation. We are thus strongly persuaded that a standard that accounts for those considerations should 

be employed to determine the reliability of expert opinion testimony relating to causation in toxic-tort litigation. 

Accordingly, we hold that in toxic-tort litigation, a scientific theory of causation that has not yet reached general 

acceptance may be found to be sufficiently reliable if it is based on a sound, adequately-founded scientific 

methodology involving data and information of the type reasonably relied on by experts in the scientific field. 

Evidence > Admissibility > Expert Witnesses 

Torts > ... > Proof > Evidence > Expert Testimony 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN8[ ]  Admissibility, Expert Witnesses 

The New Jersey Supreme Court instructs courts to consider whether others in the field use similar methodologies. 

What is necessary is that the expert arrived at his causation theory by relying upon methods that other experts in his 

field would reasonably rely upon in forming their own, possibly different opinions, about what caused the patient's 

disease. In remanding to the trial court for re-evaluation of disallowed expert testimony, the Rubanick Court explains 

that the proper inquiry is not whether the expert thought his reliance on the underlying data from thirteen studies 

regarding exposure to a potential carcinogen was reasonable or whether the trial court thought that reliance was 

reasonable; rather, the proper inquiry is whether comparable experts in the field would actually rely on that 
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information. 

Evidence > Admissibility > Expert Witnesses 

Torts > ... > Proof > Evidence > Expert Testimony 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN9[ ]  Admissibility, Expert Witnesses 

In Landrigan, the New Jersey Supreme Court applies the same approach and again remanded for a hearing on the 

disputed epidemiologic testimony about asbestos and colon cancer. The Court states that, for its purposes, it did not 

need to describe in detail how to structure an epidemiological study, analyze the data, draw conclusions about the 

study population, and, if possible, extrapolate from statistical results inferences about specific individual subjects, i.e., 

determine specific causation. The Court has elaborated on the Court's direction to trial courts when assessing the 

reliability of a methodology used by an expert proffering scientific evidence: epidemiologists, like experts generally, 

must be able to identify the factual bases for their conclusions, explain their methodology, and demonstrate that both 

the factual bases and the methodology are scientifically reliable. When relying on such studies, the trial court should 

review them and then determine whether the expert's opinion is derived from a sound and well-founded methodology 

that is supported by some expert consensus in the appropriate field. 

Evidence > Admissibility > Expert Witnesses 

Torts > ... > Proof > Evidence > Expert Testimony 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN10[ ]  Admissibility, Expert Witnesses 

Landrigan provides suggested tools for trial courts to use in rendering gatekeeping determinations about the reliability 

of an expert's methodology when the ultimate scientific opinion is not itself generally accepted. Landrigan explains 

that defined landmarks guide a trial court in making this determination. Support may be demonstrated by reference 

to professional journals, texts, conferences, symposia, or judicial opinions accepting the methodology. Additionally, 

the New Jersey Supreme Court allows for consideration of professional associations' acknowledged acceptance and 

recognition of a methodology's use. Thus, methodology may be assessed for soundness using some of the same 

tools as general acceptance identifies for outcome. 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN11[ ]  Expert Witnesses, Daubert Standard 

https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SXV-C2H1-JSJC-X003-00000-00&context=&link=LNHNREFclscc9
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The Daubert Court explains that the Federal Rules of Evidence do not make any mention of a general acceptance 

standard and that such a standard was at odds with the liberal thrust of the Federal Rules and their general approach 

of relaxing the traditional barriers to opinion testimony. Thus, although Fed. R. Evid. 702 contemplates some degree 

of regulation of the subjects and theories about which an expert may testify, the subject of the scientific testimony 

does not have to be known to a certainty so long as it is derived from the scientific method and supported by 

appropriate validation. Moreover, in addition to a methodology derived from the scientific method, the Court added 

that the testimony must be relevant to the facts at hand-- it must assist the trier of fact to understand the evidence or 

to determine a fact in issue. 

 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

HN12[ ]  Expert Witnesses, Daubert Standard 

Faced with a proffer of expert scientific testimony the trial judge must determine at the outset whether the expert is 

proposing to testify to (1) scientific knowledge that (2) will assist the trier of fact to understand or determine a fact in 

issue. This entails a preliminary assessment of whether the reasoning or methodology underlying the testimony is 

scientifically valid and of whether that reasoning or methodology properly can be applied to the facts in issue. The 

Court bases that standard on the concept that the Federal Rules regarding expert testimony are premised on an 

assumption that the expert's opinion will have a reliable basis in the knowledge and experience of his discipline. The 

Court notes that many factors will bear on the inquiry, and then proceeded to offer some observations on factors it 

believed most relevant in such evaluations. Those became known as the Daubert factors. 

 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN13[ ]  Expert Witnesses, Daubert Standard 

First, trial courts may look to whether the scientific theory at issue can be, or has been, tested. Second, a court may 

also consider whether the scientific theory has been published or subjected to some form of peer review. That said, 

the Daubert Court does not consider publication as a sine qua non of admissibility, but rather one form of peer review. 

The Court reasons that submission to the scrutiny of the scientific community is a component of good science, in part 

because it increases the likelihood that substantive flaws in methodology will be detected. As a third factor, courts 

may also consider any known or potential rate of error, and any standards controlling the technique's operation, which 

may be important in pattern testing and similar areas of science. Finally, the Daubert Court stated that general 

acceptance remains a consideration; accordingly, a technique that has garnered only minimal support within the 

scientific community may properly be viewed with skepticism. 

 

https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5GYC-2991-FG36-120S-00000-00&context=
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Evidence > Relevance > Exclusion of Relevant Evidence > Confusion, Prejudice & Waste of Time 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

HN14[ ]  Exclusion of Relevant Evidence, Confusion, Prejudice & Waste of Time 

The Daubert Court describes the trial court's task as a flexible inquiry into the scientific principles at issue, one whose 

overarching subject is the scientific validity- and thus the evidentiary relevance and reliability-of the principles that 

underlie a proposed submission. As the New Jersey Supreme Court does in Rubanick and Landrigan, the United 

States Supreme Court underscores in Daubert that the trial court must focus on the expert's principles and 

methodology- not on the conclusions they generate. The trial court's task is thus to ensure that an expert's testimony 

both rests on a reliable foundation and is relevant to the task at hand by assuring that the evidence is based on valid 

scientific principles. The New Jersey Supreme Court also acknowledges that other evidence rules pertain in the 

analysis in addition to N.J.R.E. 702, including N.J.R.E. 703 and N.J.R.E. 403. 

 

Civil Procedure > Appeals > Standards of Review > Abuse of Discretion 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN15[ ]  Standards of Review, Abuse of Discretion 

The United States Supreme Court elaborates on its Daubert standard for assessing reliability with two cases which, 

combined, round out the Daubert trilogy. In General Electric Co. v. Joiner, the Court has held that an abuse of 

discretion standard applies when reviewing a trial court's decision to admit or exclude expert testimony, even where 

that determination may be outcome determinative. The Court also reinforces that trial courts are the gatekeeper 

tasked with screening such testimony. The Court states that, in its gatekeeper role, a trial court is free to exclude 

expert testimony where the expert's conclusions are not sufficiently tethered to the facts or drawn from the applicable 

data. A trial court may determine in a given case that there is simply too great an analytical gap between the data 

and the opinion proffered for the expert testimony to be considered reliable. An expert's conclusions and methodology 

are not entirely distinct from one another and that nothing in either Daubert or the Federal Rules of Evidence requires 

a district court to admit opinion evidence that is connected to existing data only by the ipse dixit of the expert. 

 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SXV-C2H1-JSJC-X003-00000-00&context=&link=LNHNREFclscc14
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HN16[ ]  Expert Witnesses, Daubert Standard 

In Kumho Tire Co. v. Carmichael, the United States Supreme Court extends the Daubert approach to technical and 

other specialized knowledge admissible as expert testimony under Fed. R. Evid. 702. Daubert is summarized as 

holding that Fed. R. Evid. 702 imposes a special obligation upon a trial judge to ensure that any and all scientific 

testimony is not only relevant, but reliable. The Kumho Court reasons that Rule 702-and thus Daubert's methods for 

assessing reliability-had to apply to all forms of expert testimony because the evidence rules grant expert witnesses 

testimonial latitude unavailable to other witnesses on the assumption that the expert's opinion will have a reliable 

basis in the knowledge and experience of his discipline. Kumho emphasizes again that the Daubert standard is 

flexible, explaining that (1) the Daubert factors do not necessarily apply to all experts or in every case; (2) that the 

law grants a district court the same broad latitude when it decides how to determine reliability as it enjoys in respect 

to its ultimate reliability determination; (3) that the Daubert factors are not a definitive checklist or test; and (4) that 

the gatekeeping inquiry must be tied to the facts of a particular case. Thus, a trial court can neither rule out, nor rule 

in, for all cases and for all time the applicability of the factors mentioned in Daubert. 

 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

HN17[ ]  Expert Witnesses, Daubert Standard 

Ultimately, Kumho underscores that the objective of Daubert's gatekeeping requirement is to make certain that an 

expert, whether basing testimony upon professional studies or personal experience, employs in the courtroom the 

same level of intellectual rigor that characterizes the practice of an expert in the relevant field. Accordingly, the trial 

judge must have considerable leeway in deciding in a particular case how to go about determining whether particular 

expert testimony is reliable. 

 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

HN18[ ]  Expert Witnesses, Daubert Standard 

Fed. R. Evid. 702 has been amended in 2000 to reflect the United States Supreme Court's trilogy of cases outlining 

the Daubert standard. That rule as currently written provides: A witness who is qualified as an expert by knowledge, 

skill, experience, training, or education may testify in the form of an opinion or otherwise if: (a) the expert's scientific, 

technical, or other specialized knowledge will help the trier of fact to understand the evidence or to determine a fact 

in issue; (b) the testimony is based on sufficient facts or data; (c) the testimony is the product of reliable principles 

and methods; and (d) the expert has reliably applied the principles and methods to the facts of the case. Fed. R. Evid. 

702. A majority of states have adopted some form of the Daubert standard, either explicitly or implicitly. Daubert 

standard is widely used. 

 

Evidence > Admissibility > Expert Witnesses 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

Evidence > ... > Procedural Matters > Preliminary Questions > Witness Qualifications 
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HN19[ ]  Admissibility, Expert Witnesses 

In 1992, the New Jersey Supreme Court has adopted N.J.R.E. 702 to replace Evidence Rule 56(2) and tracked the 

language of the then-existing version of Fed. R. Evid. 702. The Official Comment to N.J.R.E. 702 notes that the Rule 

follows the then-existing federal rule verbatim, with a minor language change. In Kemp, the Court has extended the 

applicability of Rubanick beyond toxic tort cases. Kemp holds that the Rubanick standard for assessing the reliability 

of proffered expert testimony on scientific evidence should apply whenever a medical cause-effect relationship has 

not been confirmed by the scientific community but compelling evidence nevertheless suggests that such a 

relationship exists. The Kemp decision further holds that a trial court has an independent obligation to ensure that 

plaintiffs have sufficient process for defending their evidentiary submissions. The Court explained that, by requiring a 

pretrial N.J.R.E. 104 evidentiary hearing, the trial court would be able to properly "assess whether the expert's opinion 

is based on scientifically sound reasoning or unsubstantiated personal beliefs couched in scientific terminology. 

 

Evidence > Admissibility > Expert Witnesses 

Torts > ... > Proof > Evidence > Expert Testimony 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN20[ ]  Admissibility, Expert Witnesses 

The New Jersey Supreme Court intends by the case to clarify and reinforce the proper role for the trial court as the 

gatekeeper of expert witness testimony. When the Court has modified the general acceptance standard to adopt a 

more relaxed approach for causation expert testimony in toxic tort litigation, and later for all medical cause-effect 

expert testimony, it has envisioned the trial court's function as that of a gatekeeper -- deciding what is reliable enough 

to be admitted and what is to be excluded. Those are not credibility determinations that are the province of the jury, 

but rather legal determinations about the reliability of the expert's methodology. The Court now reinforces the rigor 

expected of the trial court in that role under our existing case law. 

 

Evidence > Admissibility > Expert Witnesses 

Torts > ... > Proof > Evidence > Expert Testimony 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN21[ ]  Admissibility, Expert Witnesses 

Charged with determining whether to admit expert testimony, the trial court is responsible for advancing the truth-

seeking function of our system of justice, while still allowing for new or developing opinions on medical causation that 

may not yet have gained general acceptance. Resolved not to stifle innovation in the tort system in such areas, the 

New Jersey Supreme Court has crafted its own broadened approach to the demonstration of reliability for an expert's 

testimony. The trial court is the spigot that allows novel expert testimony in areas of evolving medical causation 

science, provided the proponent of the expert can demonstrate that the expert adheres to scientific norms in distinct 

ways that we have identified. 
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Evidence > Admissibility > Expert Witnesses 

Torts > ... > Proof > Evidence > Expert Testimony 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN22[ ]  Admissibility, Expert Witnesses 

In Rubanick, the New Jersey Supreme Court has said that the court must ensure compliance with the requirement of 

some expert consensus that the methodology and the underlying data are generally followed by experts in the field. 

In Landrigan, the Court has charged the trial court with the obligation to distinguish scientifically sound reasoning 

from that of the self-validating expert. And, in Kemp, the Court reinforces the prohibition against allowing in 

unsubstantiated personal beliefs. The gatekeeping role requires care. The process of making such determinations is 

complicated, and the Court knows it would be difficult. The gatekeeping role necessitates examination of a 

methodology espousing a new theory in medical cause-and-effect cases. Properly exercised, the gatekeeping 

function prevents the jury's exposure to unsound science through the compelling voice of an expert. The danger of 

prejudice through introduction of unreliable expert evidence is clear. While juries would not always accord excessive 

weight to unreliable expert testimony, there is substantial danger that they would do so, precisely because the 

evidence is labeled scientific and expert. As explained in Landrigan, the key to admission of the opinion is the validity 

of the expert's reasoning and methodology. 

 

Evidence > Admissibility > Expert Witnesses 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN23[ ]  Admissibility, Expert Witnesses 

Difficult as it may be, the gatekeeping role must be rigorous. In resolving issues of reliability of an expert's 

methodology in a new and evolving area of medical causation, the New Jersey Supreme Court cautions that the trial 

court should not substitute its judgment for that of the relevant scientific community. The court's function is to 

distinguish scientifically sound reasoning from that of the self-validating expert, who uses scientific terminology to 

present unsubstantiated personal beliefs. The Court has repeatedly stressed that the gatekeeper's critical 

determination is whether comparable experts accept the soundness of the methodology, including the 

reasonableness of relying on the type of underlying data and information. That said, the Court can and should have 

more clear direction to courts on how the gatekeeping function is properly performed. Recognizing proper 

gatekeeping when it is performed provides a discernible pathway for other courts to follow. The Court adds further 

clarification and assistance to trial courts, concerning performance of the gatekeeping role, when reviewing scientific 

expert testimony involving medical causation issues in civil matters, later in this opinion through our adoption of the 

Daubert factors for permissible use in such matters. 

 

Civil Procedure > Appeals > Standards of Review > Abuse of Discretion 

Evidence > Admissibility > Expert Witnesses 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 
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Evidence > ... > Procedural Matters > Preliminary Questions > Witness Qualifications 

HN24[ ]  Standards of Review, Abuse of Discretion 

A reviewing court must apply an abuse of discretion standard to a trial court's determination, after a full N.J.R.E. 104 

hearing, to exclude expert testimony on unreliability grounds. 

 

Civil Procedure > Appeals > Standards of Review > Abuse of Discretion 

Evidence > Admissibility > Expert Witnesses 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN25[ ]  Standards of Review, Abuse of Discretion 

The New Jersey Supreme Court reaffirms that the abuse of discretion standard applies in the appellate review of a 

trial court's determination to admit or deny scientific expert testimony on the basis of unreliability in civil matters. 

 

Evidence > Admissibility > Expert Witnesses 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN26[ ]  Admissibility, Expert Witnesses 

An expert must demonstrate the validity of his or her reasoning. 

 

Evidence > Admissibility > Expert Witnesses 

Torts > ... > Proof > Evidence > Expert Testimony 

HN27[ ]  Admissibility, Expert Witnesses 

It is clear that case reports are at the bottom of the evidence hierarchy, and other courts have been skeptical of their 

value in proving causation, Generally case reports are not reliable scientific evidence of causation, because they 

simply describe reported phenomena without comparison to the rate at which the phenomena occur in the general 

population or in a defined control group; do not isolate and exclude potentially alternative causes; and do not 

investigate or explain the mechanism of causation. The New Jersey Supreme Court does not mean to suggest that 

animal studies and case reports can never be relied upon for forming an opinion on causation, but it finds ample 

support for the trial court's determination that it was not proper to do so here in light of the uniform body of 

epidemiological evidence. 

 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 
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Evidence > ... > Testimony > Expert Witnesses > Qualifications 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

HN28[ ]  Expert Witnesses, Daubert Standard 

In respect of the gatekeeping role, the New Jersey Supreme Court emphasizes that it expects the trial court to assess 

both the methodology used by the expert to arrive at an opinion and the underlying data used in the formation of the 

opinion. That will ensure that the expert is adhering to norms accepted by fellow members of the pertinent scientific 

community. Methodology, in all its parts, is the focus of the reliability assessment, not outcome. Rubanick changes 

the focus of the inquiry from the scientific community's acceptance of the substance of the opinion to its acceptance 

of the methodology and reasoning underlying it. It is not for a trial court to bless new inspired science theory; the goal 

is to permit the jury to hear reliable science to support the expert opinion. The courtroom is not the place for scientific 

guesswork, even of the inspired sort. In this basic goal, there is not much light between our standard and that which 

has developed in the federal sphere under Daubert's initial instruction. 

 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN29[ ]  Expert Witnesses, Daubert Standard 

Importantly, both our law and the Daubert trilogy are aligned in their general approach to a methodology-based test 

for reliability. Both ask whether an expert's reasoning or methodology underlying the testimony is scientifically valid. 

The inquiry into expert witness testimony requires examination of scientific validity of the principles that underlie a 

proposed submission and that court's focus must be solely on principles and methodology. The scientific theory of 

causation may be found sufficiently reliable where it is based on a sound, adequately-founded methodology. 

Moreover, both standards look to whether that reasoning or methodology properly can be applied to facts in issue. 

N.J.R.E. 702 requires that there be proper fit between expert testimony and facts of case and that expert testimony 

must be sufficiently tied to facts of case in order to aid jury in resolving matters at issue. The expert must possess a 

demonstrated professional capability to assess the scientific significance of the underlying data and information, to 

apply the scientific methodology, and to explain the bases for the opinion reached. 

 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

HN30[ ]  Expert Witnesses, Daubert Standard 

Importantly, Daubert identifies a non-exhaustive list of factors for courts to consider using, if helpful, when it expanded 

on its test for assessing the reliability of scientific expert testimony. Distilled, the general factors identified as perhaps 

pertinent for consideration, but not dispositive or exhaustive, are: 1) Whether the scientific theory can be, or at any 

time has been, tested; 2) Whether the scientific theory has been subjected to peer review and publication, noting that 

publication is one form of peer review but is not a sine qua non; 3) Whether there is any known or potential rate of 
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error and whether there exist any standards for maintaining or controlling the technique's operation; and 4) Whether 

there does exist a general acceptance in the scientific community about the scientific theory. That last consideration 

-- general acceptance in the scientific community-continues to have a bearing because, minimally, it permits the 

identification of a relevant scientific community and facilitates an express determination of a particular degree of 

acceptance within that community, or contrarily permits a technique with minimal support to be viewed with 

skepticism. 

 

Evidence > Admissibility > Expert Witnesses > Daubert Standard 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

Evidence > Admissibility > Expert Witnesses > Helpfulness 

HN31[ ]  Expert Witnesses, Daubert Standard 

The New Jersey Supreme Court is persuaded that the factors identified originally in Daubert should be incorporated 

for use by New Jersey courts. The factors dovetail with the overall goals of our evidential standard and would provide 

a helpful -- but not necessary or definitive -- guide for our courts to consider when performing their gatekeeper role 

concerning the admission of expert testimony. Several are aimed at achieving the same examination for peer 

acceptance of a methodology (but not the outcome reached from that methodology) described in our earlier opinions. 

In adopting use of the Daubert factors, the Court stops short of declaring ourselves a Daubert jurisdiction. Like several 

other states, we find the factors useful, but hesitate to embrace the full body of Daubert case law as applied by state 

and federal courts. 

 

Evidence > Admissibility > Expert Witnesses 

Evidence > ... > Testimony > Expert Witnesses > Qualifications 

HN32[ ]  Admissibility, Expert Witnesses 

The New Jersey Supreme Court's view of proper gatekeeping in a methodology-based approach to reliability for 

expert scientific testimony requires the proponent to demonstrate that the expert applies his or her scientifically 

recognized methodology in the way that others in the field practice the methodology. When a proponent does not 

demonstrate the soundness of a methodology, both in terms of its approach to reasoning and to its use of data, from 

the perspective of others within the relevant scientific community, the gatekeeper should exclude the proposed expert 

testimony on the basis that it is unreliable. Courts should be wary that expert has not faithfully applied methodology 

where expert's conclusions are anomalous. Courts typically exclude testimony from experts who selectively choose 

from scientific landscape. 

Syllabus 

 

 

This syllabus is not part of the opinion of the Court. It has been prepared by the Office of the Clerk for the convenience 

of the reader. It has been neither reviewed nor approved by the Court. In the interest of brevity, portions of an opinion 
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may not have been summarized.) 

In re: Accutane Litigation (A-25-17) (079958) 

Argued April 23, 2018—Decided August 1, 2018 

LaVECCHIA, J., writing for the Court. 

At issue in this appeal is the admissibility of scientific evidence under the New Jersey Rules of Evidence. Plaintiffs 

claim that a causal connection exists between Accutane, a prescription drug used in the treatment of nodular acne, 

and Crohn's disease, a chronic gastrointestinal illness. 

Accutane is a prescription medication developed by defendants and approved by the FDA to treat recalcitrant nodular 

acne. Accutane's alleged role as a cause of gastrointestinal disease ultimately resulted in a series of lawsuits against 

defendants. The present matter involves over two thousand plaintiffs who allege that they developed Crohn's disease 

as a result of taking Accutane. In the years since many earlier [***2]  Accutane cases were decided, epidemiological 

studies were published, all of which concluded that Accutane is not causally associated with the development of 

Crohn's disease. Defendants in this mass tort litigation filed a motion seeking a hearing on the association between 

Accutane and Crohn's disease. 

The hearing focused on the epidemiological studies. See pp. 12-20. The parties do not dispute that there is an 

acknowledged hierarchy of medical evidence and that, generally, epidemiological studies are preferred to 

unsystematic clinical observations. Researchers sometimes look to animal studies for determining a given agent's 

toxicity in humans. When there is a substantial body of epidemiologic evidence that addresses the causal issue, 

animal toxicology has much less probative value. 

Plaintiffs produced Dr. Arthur Asher Kornbluth, a gastroenterologist, and Dr. David Madigan, a statistician. Dr. 

Kornbluth's testimony had two themes: explaining why he found the epidemiological studies unreliable and 

uninformative regarding causation, and explaining his reliance on other forms of evidence such as case reports, 

animal studies, causality assessments, and his biological mechanism hypothesis. [***3]  See pp. 20-27. He stated 

that most of the studies that looked specifically for Crohn's disease were fatally flawed because they did not account 

for its "prodrome," or the period between the onset of symptoms and diagnosis, and that some studies did not have 

enough patients and thus were "underpowered." Dr. Madigan focused on whether the epidemiological studies were 

appropriately designed to discover an association between Crohn's disease and Accutane, if such an association did 

exist. See pp. 27-32. He concluded that, after accounting for the prodrome, the epidemiological studies do not provide 

statistically reliable information. 

Defendants produced gastroenterologist Dr. Maria Oliva-Hemker, and biostatistician Dr. Steven Goodman. Dr. Oliva-

Hemker's testimony focused on disputing Dr. Kornbluth's testimony and explaining why epidemiological studies are 

preferred to case reports and animal studies in the hierarchy of evidence. See pp. 32-36. She explained that Crohn's 

disease's cause is unknown, that any theory regarding a biological mechanism was therefore unreliable, and that 

scientists would not ignore the available epidemiological evidence in favor of a hypothesis about a 

biological [***4]  mechanism that has not been submitted for peer review. She added that the study on which plaintiffs' 

experts relied for their determination of the prodrome was very small and not representative of the average prodromal 

period. She also explained why Dr. Kornbluth's reliance on animal studies was flawed, namely because dogs cannot 

get inflammatory bowel disease. Dr. Goodman's testimony focused on why the epidemiologic evidence is the best 

available evidence on the question of Accutane's causal relation to Crohn's disease and why a meta-analysis was a 

proper way of pooling those study results to reach a conclusion that Accutane does not cause Crohn's disease. See 

pp. 36-41. His testimony explained why he and others in the scientific community would not regard the epidemiological 

studies to be invalid due to a prodrome issue. 
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After the hearing, the trial court excluded plaintiffs' experts' testimony. The court regarded the standard established 

in Rubanick v. Witco Chemical Corp., 125 N.J. 421, 593 A.2d 733 (1991), as requiring an expert opinion to be based 

on a "sound, adequately-founded scientific methodology involving data of the type reasonably relied on by experts in 

the scientific field." The court found plaintiffs' experts' testimony lacking, determining [***5]  their examination of the 

evidence was a "conclusion-driven" attempt to cherry-pick evidence supportive of their opinion while dismissing better 

forms of evidence that did not support their opinion. 

The Appellate Division reversed. 451 N.J. Super. 153, 163-64, 165 A.3d 832 (App. Div. 2017). While noting the trial 

court's opportunity to view the witnesses firsthand, the panel expressed the view that the trial court's negative reaction 

to plaintiffs' experts was not supported by the record. Id. 451 N.J. Super. at 211, 165 A.3d 832. The panel further 

noted that, although a trial court's decision to admit or exclude evidence is subject to an abuse of discretion standard, 

a reviewing court owes "somewhat less deference" to determinations regarding expert testimony. Id. 451 N.J. Super. 

at 196-97, 165 A.3d 832. 

The Court granted certification in this matter, 231 N.J. 531, 177 A.3d 112 (2017), to address whether the trial court 

properly excluded plaintiffs' experts' testimony, whether the Appellate Division employed the correct standard in 

reviewing that decision, and whether New Jersey's standard for assessing the reliability of expert witnesses is in need 

of clarification. With regard to the last issue, the Court considers whether the factors set forth in Daubert v. Merrell 

Dow Pharmaceuticals, Inc., 509 U.S. 579, 113 S. Ct. 2786, 125 L. Ed. 2d 469 (1993), would further elucidate New 

Jersey's standard for the admissibility of expert testimony. 

HELD: There is little [***6]  distinction between Daubert's principles regarding expert testimony and New Jersey's, 

and Daubert's factors for assessing the reliability of expert testimony will aid New Jersey trial courts in their role as 

the gatekeeper of scientific expert testimony in civil cases. Accordingly, the Court now reconciles the standard under 

N.J.R.E. 702, and relatedly N.J.R.E. 703, with the federal Daubert standard to incorporate its factors for civil cases. 

Analysis of the record in this case leads to a clear result: the trial court properly excluded plaintiffs' experts' testimony. 

Moreover, the Court reaffirms that the abuse of discretion standard must be applied by an appellate court assessing 

whether a trial court has properly admitted or excluded expert scientific testimony in a civil case. In this matter, the 

trial court did not abuse its discretion in its evidential ruling and, therefore, the Appellate Division erred in reversing 

the trial court's exclusion of the testimony of plaintiffs' experts. 

1. New Jersey Rules of Evidence 702 and 703 control the admission of expert testimony. In State v. Kelly, 97 N.J. 

178, 223, 478 A.2d 364 (1984), the Court identified three prerequisites to a determination that expert testimony is 

permissible: "(1) the intended testimony must concern a subject matter that is [***7]  beyond the ken of the average 

juror; (2) the field testified to must be at a state of the art such that an expert's testimony could be sufficiently reliable; 

and (3) the witness must have sufficient expertise to offer the intended testimony." The Kelly criteria elucidated 

application of the then-applicable "general acceptance" standard for admitting scientific evidence. For many years, 

the majority of state and federal jurisdictions, including New Jersey, adhered to the "general acceptance" standard 

first put forth in Frye v. United States, 293 F. 1013 (D.C. Cir. 1923). Then, in 1991, the New Jersey Supreme Court 

moved away from rigid adherence to the general acceptance standard. (pp. 6-9) 

2. Rubanick marked the broadening of that standard. The Rubanick Court instructed courts to "consider whether 

others in the field use similar methodologies," 125 N.J. at 449-50, 593 A.2d 733, and explained that the proper inquiry 

is whether comparable "experts in the field would actually rely on that information," id. 125 N.J. at 452, 593 A.2d 733. 

In Landrigan v. Celotex Corp., the Court elaborated: when relying on epidemiological studies, the trial court should 

review them and "then determine whether the expert's opinion is derived from a sound and well-founded methodology 

that is supported by some expert consensus [***8]  in the appropriate field." 127 N.J. 404, 417, 605 A.2d 1079 (1992). 

Moreover, Landrigan suggested tools for trial courts to use in rendering gatekeeping determinations about the 

reliability of an expert's methodology when the ultimate scientific opinion is not itself generally accepted, including 
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"reference to professional journals, texts, conferences, symposia, or judicial opinions accepting the methodology." 

Ibid. Thus, methodology may be assessed for soundness using some of the same tools as general acceptance 

identifies for outcome. (pp. 55-58) 

3. Not long after those dual holdings, the Supreme Court issued its seminal Daubert opinion, pronouncing that Frye 

had been superseded by the adoption of the Federal Rules of Evidence, 509 U.S. at 585-87, and fashioning a new 

standard that "entails a preliminary assessment of whether the reasoning or methodology underlying the testimony 

is scientifically valid and . . . can be applied to the facts in issue," id. at 592-93. The Court noted that "many factors 

will bear on the inquiry," which became known as the Daubert factors. Id. at 593-94. The Court described the trial 

court's task as a "flexible" inquiry into the scientific principles at issue, ibid., one whose "overarching subject is the 

scientific validity—and thus the evidentiary relevance [***9]  and reliability—of the principles that underlie a proposed 

submission," id. at 594-95. As in Rubanick and Landrigan, the Daubert Court underscored that the trial court must 

focus on the expert's principles and methodology—not on the conclusions they generate. Id. at 595. The Supreme 

Court elaborated on its Daubert standard with two cases which, combined, round out the Daubert trilogy: General 

Electric Co. v. Joiner, 522 U.S. 136, 118 S. Ct. 512, 139 L. Ed. 2d 508 (1997), and Kumho Tire Co. v. Carmichael, 

526 U.S. 137, 119 S. Ct. 1167, 143 L. Ed. 2d 238 (1999). Federal Rule of Evidence 702 was amended in 2000 to 

reflect the Supreme Court's trilogy of cases outlining the Daubert standard. A majority of states have adopted some 

form of the Daubert standard, either explicitly or implicitly. (pp. 58-65) 

4. After the Daubert trilogy, the Court revisited the topic of the trial court's gatekeeping role under N.J.R.E. 702. In 

Kemp ex rel. Wright v. State, 174 N.J. 412, 809 A.2d 77 (2002), the Court held that the Rubanick standard should 

apply whenever "a medical cause-effect relationship has not been confirmed by the scientific community but 

compelling evidence nevertheless suggests that such a relationship exists." Id. 174 N.J. at 430, 809 A.2d 77. The 

Court explained that, by requiring a pretrial Rule 104 evidentiary hearing, the trial court would be able to properly 

"assess whether the expert's opinion is based on scientifically sound reasoning or unsubstantiated personal beliefs 

couched in scientific terminology." [***10]  Id. 174 N.J. at 427, 809 A.2d 77. The Kemp Court observed that New 

Jersey had not amended N.J.R.E. 702 to include "the three-factor test for the admissibility of expert testimony that is 

part of the Federal rule as amended in response to Daubert." Id. 174 N.J. at 424 n.3, 809 A.2d 77. Nor has any such 

action has been taken since. (pp. 65-67) 

5. When the Court modified the general acceptance standard to adopt a more relaxed approach for causation expert 

testimony in toxic tort litigation, and later for all medical cause-effect expert testimony, it envisioned the trial court's 

function as that of a gatekeeper -- deciding what is reliable enough to be admitted and what is to be excluded. Those 

are not credibility determinations that are the province of the jury, but rather legal determinations about the reliability 

of the expert's methodology. The Court reinforces the rigor expected of the trial court in that role under existing New 

Jersey case law. (pp. 67-70) 

6. Here, the Appellate Division panel stated that, although a trial court's decision to admit or exclude evidence is 

subject to an abuse of discretion standard, a reviewing court owes "somewhat less deference to a trial court's 

determination" regarding expert testimony. 451 N.J. Super. at 197, 165 A.3d 832. As support for that proposition, 

the [***11]  panel relied on a criminal case that applied the Frye standard. The Court now reaffirms that the abuse of 

discretion standard applies in the appellate review of a trial court's determination to admit or deny scientific expert 

testimony on the basis of unreliability in civil matters. (pp. 70-72) 

7. The Court details the assessments made by the trial court in reaching its decision to exclude the testimony of 

plaintiffs' experts in this case. Both Doctors Madigan and Kornbluth employed a methodology whereby they 

disregarded eight of nine epidemiological studies and relied on case reports and animal studies. Despite their 

expressed concerns regarding study power—which is based in part on the size of the study at issue—in rejecting the 

epidemiological studies, plaintiffs' experts were willing to ignore any such concern when relying on other studies to 

https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3RR5-5J20-004C-300R-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3RR5-5J20-004C-300R-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3RR5-5J20-004C-300R-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3W30-2X60-004C-000J-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3W30-2X60-004C-000J-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3W30-2X60-004C-000J-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5GYC-2991-FG36-120S-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J0XX-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5P45-7971-F04H-W02S-00000-00&context=


Page 18 of 47 

In re Accutane Litigation 

 

 MICHAEL DONAHUE  

 

form their opinion as to the median prodromal period. The many contradictions in the experts' methodology were not 

lost on the trial court, which concluded that experts in the scientific community would not accept as consistent with 

scientific norms a methodology such as that used by plaintiffs' experts. Moreover, Dr. Kornbluth 

never [***12]  submitted his ideas concerning biological mechanism or Accutane's relation to Crohn's disease for peer 

review or publication. In sum, the trial court explained its reasons for concluding that plaintiffs' experts deviated from 

core scientific principles and strayed from their own claimed methodology in order to reach their conclusions. Under 

the abuse of discretion standard and the principles of Rubanick, Landrigan, and Kemp, the trial court's determination 

is unassailable. The Appellate Division judgment is reversed. (pp. 72-79) 

8. In respect of the gatekeeping role, the Court emphasizes that it expects the trial court to assess both the 

methodology used by the expert to arrive at an opinion and the underlying data used in the formation of the opinion. 

There is not much light between New Jersey's standard and that which has developed in the federal sphere under 

Daubert's initial instruction. Importantly, Daubert identified a non-exhaustive list of factors for courts to consider using, 

if helpful. See 509 U.S. at 593-95. Distilled, the general factors identified as perhaps pertinent for consideration, but 

not dispositive or exhaustive, are: (1) Whether the scientific theory can be, or at any time has [***13]  been, tested; 

(2) Whether the scientific theory has been subjected to peer review and publication, noting that publication is one 

form of peer review but is not a "sine qua non"; (3) Whether there is any known or potential rate of error and whether 

there exist any standards for maintaining or controlling the technique's operation; and (4) Whether there does exist a 

general acceptance in the scientific community about the scientific theory. That last consideration—general 

acceptance in the scientific community—continues to have a bearing. The Court adopts the use of the Daubert factors 

but stops short of declaring New Jersey a "Daubert jurisdiction." First, to date New Jersey retains the general 

acceptance test for reliability in criminal matters. Second, while the factors are helpful, and while individual cases 

may be persuasive in appropriate settings, there are discordant views about the gatekeeping role among Daubert 

jurisdictions. The Court's view of proper gatekeeping in a methodology-based approach to reliability for expert 

scientific testimony requires the proponent to demonstrate that the expert applies his or her scientifically recognized 

methodology in the way that [***14]  others in the field practice the methodology. That approach was employed by 

the trial court here. (pp. 79-85) 

REVERSED. 

CHIEF JUSTICE RABNER and JUSTICES ALBIN, FERNANDEZ-VINA, SOLOMON, and TIMPONE join in 

JUSTICE LaVECCHIA's opinion. JUSTICE PATTERSON did not participate. 

Counsel: Paul W. Schmidt (Covington & Burling) of the District of Columbia bar, admitted pro hac vice, argued the 

cause for appellants Hoffmann-La Roche Inc. and Roche Laboratories Inc. (Gibbons, Dughi Hewit & Domalewski, 

Covington & Burling, and Peabody & Arnold, attorneys; Natalie H. Mantell, Russell L. Hewit, Paul W. Schmidt, 

Michael X. Imbroscio (Covington & Burling) of the District of Columbia bar, admitted pro hac vice, and Colleen M. 

Hennessey (Peabody & Arnold) of the Massachusetts bar, admitted pro hac vice, of counsel and on the briefs). 

Bruce D. Greenberg and David R. Buchanan argued the cause for respondents Craig Abernethy, et al. (Lite 

DePalma Greenberg, Seeger Weiss, Weitz & Luxenberg, and Beggs & Lane, attorneys; Bruce D. Greenberg, David 

R. Buchanan, Peter Samberg, and Mary Jane Bass (Beggs & Lane) of the Florida bar, admitted pro hac vice, on the 

briefs). 

Edward J. Fanning, Jr., argued the cause for amici curiae [***15]  HealthCare Institute of New Jersey, New Jersey 

Business & Industry Association, Commerce and Industry Association of New Jersey, and New Jersey Chamber of 

Commerce (McCarter & English, attorneys; Edward J. Fanning, Jr., and David R. Kott, of counsel and on the brief, 

and Gary R. Tulp, on the brief). 

Christopher M. Placitella argued the cause for amicus curiae New Jersey Association for Justice (Cohen, Placitella 

& Roth, attorneys; Christopher M. Placitella and Jared M. Placitella, of counsel and on the brief). 
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Allan Kanner submitted a brief on behalf of amicus curiae Allan Kanner, Esquire (Kanner & Whiteley, attorneys). 

Diana C. Manning submitted a brief on behalf of amicus curiae DRI - The Voice of the Defense Bar (Bressler, 

Amery & Ross, Plunkett Cooney, and DRI - The Voice of the Defense Bar, attorneys; Diana C. Manning, Mary 

Massaron (Plunkett Cooney) of the Michigan and New York bars, admitted pro hac vice, Hilary A. Ballentine 

(Plunkett Cooney) of the Michigan bar, admitted pro hac vice, and John F. Kuppens (DRI - The Voice of the 

Defense Bar) of the South Carolina bar, admitted pro hac vice, on the brief). 

Susan J. Kraham submitted a brief on behalf of amicus curiae Ironbound Community [***16]  Corporation 

(Morningside Heights Legal Services, attorneys; Susan J. Kraham and Edward Lloyd, on the brief). 

Shalom D. Stone submitted a brief on behalf of amicus curiae New Jersey Civil Justice Institute (Stone Conroy, 

attorneys). 

Melinda Martinson submitted a brief on behalf of amici curiae American Medical Association, Medical Society of 

New Jersey, American Academy of Dermatology, Society for Investigative Dermatology, American Acne and 

Rosacea Society, and Dermatological Society of New Jersey (Medical Society of New Jersey and Powers Pyles 

Sutter & Verville, attorneys; Melinda Martinson, and Ronald S. Connelly (Powers Pyles Sutter & Verville) of the 

District of Columbia and Maryland bars, admitted pro hac vice, on the brief). 

Gavin J. Rooney submitted a brief on behalf of amici curiae Kenneth S. Broun, Daniel J. Capra, Joanne A. Epps, 

David L. Faigman, Laird Kirkpatrick, Michael M. Martin, Liesa Richter, and Stephen A. Saltzburg (Lowenstein 

Sandler, attorneys). 

Gregory S. Chernack submitted a letter brief on behalf of amicus curiae Pharmaceutical Research and 

Manufacturers of America (Hollingsworth, attorneys). 

Judges: JUSTICE LaVECCHIA delivered the opinion of the Court. CHIEF JUSTICE RABNER [***17]  and 

JUSTICES ALBIN, FERNANDEZ-VINA, SOLOMON, and TIMPONE join in JUSTICE LaVECCHIA's opinion. 

JUSTICE PATTERSON did not participate. 

Opinion by: LaVECCHIA 

Opinion 

 

 

 [*346]  [**563]   JUSTICE LaVECCHIA delivered the opinion of the Court. 

At issue in this appeal involving a civil mass tort action is the admissibility of scientific evidence under the New Jersey 

Rules of Evidence. 

Plaintiffs claim that a causal connection exists between Accutane, a prescription drug used in the treatment of nodular 

acne, and Crohn's disease, a chronic gastrointestinal illness. Litigation in New Jersey over Accutane's side effects 

has spanned more than a decade. This action is a continuation in that series of litigated matters. Since those actions 

first commenced in New Jersey in 2005, a number of epidemiological studies have been published, all concluding 

that there is no causal relationship between Accutane and Crohn's disease. Plaintiffs' experts dispute the conclusions 

of those studies, calling them flawed and lacking in value. Having rejected the evidence and conclusions of those 

epidemiological studies, one of plaintiffs' experts, relying on other facts and forms of data, asserts the contrary view 

that Accutane can in fact cause Crohn's disease. [***18]  Defendants challenged the methodology used by both of 

plaintiffs' experts as unreliable and sought the exclusion of that expert testimony. 



Page 20 of 47 

In re Accutane Litigation 

 

 MICHAEL DONAHUE  

 

After a Rule 104 pretrial evidentiary hearing, the trial court excluded the testimony, holding that plaintiffs' experts' 

methodology was unsound because they did not interpret the relevant data and apply it to the facts of this case as 

would  [**564]  other experts in the field. The Appellate Division reversed, concluding that plaintiffs' experts employed 

a sound methodology and simply interpreted the data differently than defendants' experts. 

 [*347]  Our Court was among the foremost to shift from exclusive reliance on a "general acceptance" standard1 for 

testing the reliability of scientific expert testimony to a methodology-based approach. See Landrigan v. Celotex Corp., 

127 N.J. 404, 414, 605 A.2d 1079 (1992); Rubanick v. Witco Chem. Corp., 125 N.J. 421, 447, 593 A.2d 733 (1991). 

We initially took that step to allow the parties in toxic tort civil matters to present novel scientific evidence of causation 

if, after the trial court engages in rigorous gatekeeping when reviewing for reliability, the proponent persuades the 

court of the soundness of the expert's reasoning and methodology. Two years later, with its Daubert2 decision, the 

United States Supreme Court also abandoned the general acceptance test in [***19]  favor of a methodology-based 

approach that entrusted trial courts with the role of gatekeeper. Both our civil standard and the federal standard 

moved in the same direction and towards the same common goal. Although the two standards are similar both in 

practice and in overall philosophy, we have never adopted Daubert or incorporated the factors identified in Daubert 

for use by our courts when performing the gatekeeper role. 

We granted certification in this matter to address whether the trial court properly excluded plaintiffs' experts' testimony, 

whether the Appellate Division employed the correct standard in reviewing and overturning that decision, and whether 

our standard for assessing the reliability of expert witnesses is in need of clarification. It is with regard to the last issue 

that we are asked whether the Daubert standard's factors would further elucidate our own standard for the 

admissibility of expert testimony. We believe that they would. 

HN1[ ] We perceive little distinction between Daubert's principles regarding expert testimony and our own, and 

believe that its factors for assessing the reliability of expert testimony will aid our trial  [*348]  courts in their role as 

the gatekeeper [***20]  of scientific expert testimony in civil cases. Accordingly, we now reconcile our standard under 

N.J.R.E. 702, and relatedly N.J.R.E. 703, with the federal Daubert standard to incorporate its factors for civil cases. 

This case—with its adversarial setting and full record—provides the appropriate setting for illustrating how courts 

should evaluate the methodology of a credentialed expert when determining whether an opinion is based on 

scientifically sound reasoning. See Kemp ex rel. Wright v. State, 174 N.J. 412, 427, 809 A.2d 77 (2002). Our analysis 

of this record leads to a clear result: the trial court properly excluded plaintiffs' experts' testimony. Moreover, HN2[

] we reaffirm that the abuse of discretion standard must be applied by an appellate court assessing whether a trial 

court has properly admitted or excluded expert scientific testimony in a civil case. In this matter, the trial court did not 

abuse its discretion in its evidential ruling and, therefore, the Appellate Division erred in reversing the trial court's 

exclusion of the testimony of plaintiffs' experts. 

I. 

Before diving into the record and its contested scientific evidence, we set forth  [**565]  some basic background to 

the evidential standards in issue. 

HN3[ ] New Jersey Rules of Evidence 702 and 703 control the admission of expert testimony. N.J.R.E. 702 provides 

that [***21]  "[i]f scientific, technical, or other specialized knowledge will assist the trier of fact to understand the 

evidence or to determine a fact in issue, a witness qualified as an expert by knowledge, skill, experience, training, or 

                                                 

11 Frye v. United States, 293 F. 1013 (D.C. Cir. 1923). 

22 Daubert v. Merrell Dow Pharms., Inc., 509 U.S. 579, 113 S. Ct. 2786, 125 L. Ed. 2d 469 (1993). 

https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J0XX-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VN10-003C-P30G-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VN10-003C-P30G-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VN10-003C-P30G-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VNY0-003C-P44R-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VNY0-003C-P44R-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SXV-C2H1-JSJC-X003-00000-00&context=&link=clscc1
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J115-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J115-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SXV-C2H1-JSJC-X003-00000-00&context=&link=clscc2
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SXV-C2H1-JSJC-X003-00000-00&context=&link=clscc3
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J115-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-2330-003B-K41F-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-2330-003B-K41F-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
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education may testify thereto in the form of an opinion or otherwise." N.J.R.E. 703 states that 
[t]he facts or data in the particular case upon which an expert bases an opinion or inference may be those 

perceived by or made known to the expert at or before the hearing. If of a type reasonably relied upon by experts 

in the particular field in forming opinions or inferences upon the subject, the facts or data need not be admissible 

in evidence. 

 [*349]  In State v. Kelly, this Court applied Rule 702's similarly worded predecessor, Evidence Rule 56, and identified 

three prerequisites to a determination that expert testimony is permissible: 

(1) the intended testimony must concern a subject matter that is beyond the ken of the average juror; (2) the field 

testified to must be at a state of the art such that an expert's testimony could be sufficiently reliable; and (3) the 

witness must have sufficient expertise to offer the intended testimony. 

[97 N.J. 178, 223, 478 A.2d 364 (1984).] 

That standard provides the baseline for the admissibility [***22]  of expert testimony. See Official Comments to 

N.J.R.E. 702 (noting that N.J.R.E. 702 incorporates standard articulated by Kelly). 

HN4[ ] The Kelly criteria elucidated application of the then-applicable "general acceptance" standard for admitting 

scientific evidence, which originated in Frye v. United States, 293 F. 1013 (D.C. Cir. 1923). In Frye, the then Court of 

Appeals for the District of Columbia excluded an expert's testimony concerning results from an early form of lie-

detector test. Id. at 1013-14 ("[W]hile courts will go a long way in admitting expert testimony deduced from a well-

recognized scientific principle or discovery, the thing from which the deduction is made must be sufficiently 

established to have gained general acceptance in the particular field in which it belongs."). For many years, the 

majority of state and federal jurisdictions, including New Jersey, adhered to the "general acceptance" standard first 

put forth in Frye. See Daubert v. Merrell Dow Pharms., Inc., 509 U.S. 579, 585-87, 113 S. Ct. 2786, 125 L. Ed. 2d 

469 (1993) (observing that Frye had been "the dominant standard for determining the admissibility of novel scientific 

evidence" for over seventy years). Then, in 1991, prior to the United States Supreme Court's seminal Daubert 

decision, in which the Court interpreted the Federal Rules of Evidence on expert testimony, our Court moved away 

from rigid [***23]  adherence to the general acceptance standard. 

HN5[ ] This Court held in Rubanick that a court may admit expert scientific evidence on a causation theory in toxic 

tort litigation so long as "it is based on a sound, adequately-founded scientific methodology involving data and 

information of the type reasonably  [*350]  relied on by experts in the scientific field." 125 N.J. at 449, 593 A.2d 733. 

One year later, in Landrigan, we reinforced that in toxic tort matters involving novel theories of causation the trial court 

is obliged to review data and studies relied on by experts proffering an opinion in order to "determine whether the 

expert's opinion is derived from a sound and well-founded methodology that is supported by some expert consensus 

in the appropriate field." 127 N.J. at 417, 605 A.2d 1079. In Kemp, we expanded Rubanick to all 

novel  [**566]  medical causation circumstances and solidified the requirement of a pretrial Rule 104 hearing for 

assessing an expert's testimony. 174 N.J. at 430, 809 A.2d 77. Presently, a Kemp hearing is a common pretrial 

occurrence for resolving the reliability of expert scientific testimony. 

A Kemp hearing provides the record for the present matter. After the conclusion of that hearing, the trial court 

determined that the contested evidence did not pass muster under our [***24]  Rubanick evidentiary standard for 

assessing the reliability of proffered expert scientific testimony. The court made its findings in response to argument 

by the parties, rejecting the soundness of plaintiffs' experts' methodology. 

II. 

A. 

https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J115-00000-00&context=
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https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-W0C0-003C-P25G-00000-00&context=
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https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2S0-004F-J114-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SXV-C2H1-JSJC-X003-00000-00&context=&link=clscc4
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-2330-003B-K41F-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-2330-003B-K41F-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-2330-003B-K41F-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-2330-003B-K41F-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
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Accutane is a prescription medication developed by defendants Hoffman-La Roche Inc. and Roche Laboratories Inc. 

(defendants) and approved by the FDA in 1982 to treat recalcitrant nodular acne. Known chemically as isotretinoin, 

Accutane is part of a family of Vitamin A derivatives called retinoids. During the pre-approval clinical studies of 

Accutane, roughly a fifth of patients suffered some form of gastrointestinal side effects. Defendants also learned, after 

Accutane was on the market, that users were suffering symptoms of gastrointestinal upset such as inflammatory 

bowel disease (IBD) and peptic ulceration. Defendants eventually  [*351]  amended Accutane's warning label in 1984 

to add that Accutane was "temporally associated with inflammatory bowel disease." 

Accutane's alleged role as a cause of gastrointestinal disease ultimately resulted in a series of lawsuits against 

defendants. On May 2, 2005, this Court designated all pending and future New Jersey actions [***25]  involving 

Accutane as a mass tort Multicounty Litigation (MCL) pursuant to Rule 4:38A. All cases involving Accutane were 

subsequently transferred to Atlantic County to be heard on a coordinated basis. 

The present matter, the latest in a series of cases,3 involves over two thousand plaintiffs who allege that they 

developed Crohn's disease as a result of taking Accutane. The following basic information is not a matter of dispute 

between the parties. Crohn's disease is a form of IBD characterized by inflammation and ulcers in the digestive tract 

that can result in abdominal pain and other complications. Crohn's disease is distinguished from ulcerative colitis, the 

other form of IBD, by its ability to appear in any portion of the digestive tract, such as the esophagus and small 

intestine, whereas ulcerative colitis appears only in the large intestine. The scientific community appears to agree 

that Crohn's disease and ulcerative colitis are subject to slightly different risk factors. The exact cause of Crohn's 

disease is unknown. 

In the years since many of the earlier cases regarding Accutane and IBD were decided, a series of epidemiological 

studies were published regarding the potential connection [***26]  between Accutane and IBD, all of which concluded 

that Accutane is not causally associated with the development of Crohn's disease. On September 23, 2014, 

defendants filed a motion seeking a Kemp hearing on the association between Accutane and Crohn's disease. 

Defendants argued that epidemiological studies published in the scientific  [*352]  literature over the  [**567]  last 

several years effectively disproved any general causal association between Accutane and Crohn's disease. They 

contended that those studies are "the most important and reliable data that exists on Accutane and Crohn's disease" 

and are superior to other forms of evidence previously used in the MCL litigation such as case reports, animal studies, 

and theories on biological mechanisms. 

The trial court scheduled a Kemp hearing to begin on February 2, 2015. 

B. 

The testimony focused intently on the aforementioned epidemiological studies. Accordingly, some background on the 

use of such studies in the formation of causal analyses provides context for the discussion of the evidence by the 

parties and the trial court. Much of the following discussion is taken from the Federal Judicial Center's Reference 

Manual on Scientific Evidence (3d ed. 2011), [***27]  a source frequently relied on in the trial court proceedings.4 

Epidemiology "studies the incidence, distribution, and etiology of disease in human populations." Id. at 551. More 

                                                 

33 As noted in the Appellate Division's opinion in this matter, this case is one of many mass tort cases spanning over a decade 

relating to Accutane. In re Accutane Litig., 451 N.J. Super. 153, 164-65 & n.6, 165 A.3d 832 (App. Div. 2017). 

44 Three sections of the Reference Manual are relevant to this appeal: the Reference Guide on Statistics, by David H. Kaye and 

David A. Freedman; the Reference Guide on Epidemiology by Michael D. Green et al.; and the Reference Guide on Medical 

Testimony by John B. Wong et al. For ease of reference, we refer to the Reference Manual as a single document. 

https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2H0-004F-J50T-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5W0M-X2H0-004F-J50T-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5P45-7971-F04H-W02S-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5P45-7971-F04H-W02S-00000-00&context=
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particularly, epidemiology focuses on the question of "general causation," that is, whether the agent under study is 

"capable of causing disease," and does not focus on specific causation in a particular individual. Id. at 552. 

Epidemiology is premised on the idea "that disease is not distributed randomly" and that certain groups are at 

increased risk of contracting a particular disease. Id. at 551. 

Epidemiological studies are used to test whether exposure to a particular agent causes a harmful effect or disease. 

Id. at 551-52. Although such studies may reveal an association between a particular  [*353]  agent and a particular 

disease, "[a]n association identified in an epidemiological study may or may not be causal," and causation must be 

assessed in consideration with the "strengths and weaknesses of the study's design and implementation, as well as 

a judgment about how the study findings fit with other scientific knowledge." Id. at 552-53. When [***28]  evaluating 

a study's evidential value, a basic consideration is whether the particular study used a sound methodology, as well 

as the extent to which the study's results may be due to "bias, confounding, or sampling error." Id. at 554. 

Among the different kinds of epidemiological studies, randomized trials are "considered the gold standard for 

determining the relationship of an agent to a health outcome or adverse side effect." Id. at 555.5 Where randomized 

trials cannot be performed, researchers rely on "observational" studies. Id. at 555-57. There are two types of such 

studies: (1) a case-control study, which measures and compares the frequency of exposure in the group with the 

disease (cases) and a similar group without the disease (controls); and (2) a cohort study, which compares a group 

of exposed and unexposed individuals over a period of time. Id. at 557-59. Observational  [**568]  studies identify a 

group of individuals exposed to the agent in question and then compare their rate of disease to that of an unexposed 

group. Id. at 556. A weakness in such studies is "the possibility of differences in the two populations being studied 

with regard to risk factors other than exposure to the agent." Ibid. Investigators generally cannot control for [***29]  a 

variety of "confounders" that may distort such a study's results. Ibid. A confounder's influence on a study's results 

therefore must be considered in the study's design and in the interpretation of its results. Ibid. 

 [*354]  Thus, when it comes to using epidemiological studies in legal matters, three basic questions arise in the 

assessment of a study's methodological soundness: 
1. Do the results of an epidemiologic study or studies reveal an association between an agent and disease? 
2. Could this association have resulted from limitations of the study (bias, confounding, or sampling error), and, 

if so, from which? 
3. Based on the analysis of limitations in Item 2, above, and on other evidence, how plausible is a causal 

interpretation of the association? 

[Id. at 554.] 

Once an association has been found between exposure to a particular agent and development of a specific disease, 

researchers then consider whether that association "reflects a true cause-effect relationship." Id. at 597. To do so, 

researchers look to alternative explanations, such as bias or confounding factors, and then consider how well-

recognized "guidelines for inferring causation from an association apply to the available [***30]  evidence." Id. at 598. 

However, and importantly, those accepted "guidelines are employed only after a study finds an association to 

determine whether that association reflects a true causal relationship." Id. at 598-99. Commonly referred to as the 

"Hill criteria" or "Hill factors,"6 they consist of the following: 

                                                 

55 As the Reference Manual explains, a randomized trial is performed by randomly assigning study subjects into one of two groups: 

one group is exposed to the agent in question and the other group is not. Id. at 555. The group not exposed to the agent is given 

a placebo, an inactive ingredient. Ibid. The feasibility of such studies is often limited due to the potentially harmful side effects 

associated with a particular agent. Ibid. 

66 The guidelines initially were proposed by the Surgeon General in 1964 and were later expanded upon by Sir Austin Bradford 
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1. Temporal relationship, 
2. Strength of the association, 
3. Dose-response relationship, 
4. Replication of the findings, 
5. Biological plausibility (coherence with existing knowledge), 
6. Consideration of alternative explanations, 
7. Cessation of exposure, 
8. Specificity of the association, and 
9. Consistency with other knowledge. 

[Id. at 600.] 

 [*355]  The Reference Manual contains a section entitled Reference Guide on Medical Testimony, which provides a 

"Hierarchy of medical evidence." Id. at 723. The parties in this matter do not dispute that the Reference Manual and 

the scientific community as a whole acknowledge such a hierarchy. The Reference Manual summarizes it as follows: 

"[w]hen ordered from strongest to weakest, systematic review of randomized trials (meta-analysis) is at the top, 

followed by single randomized trials, systematic reviews of observational studies, single observational studies, 

physiological studies, and unsystematic [***31]  clinical observations." Id. at 723-24. Evidence at the bottom of the 

hierarchy may sometimes be "the first signals of adverse events or associations that are later confirmed with larger 

or controlled epidemiological studies." Id. at 724. 

Finally, in addition to observational epidemiology, researchers sometimes look to animal studies for determining a 

given  [**569]  agent's toxicity in humans. Id. at 563. Such studies "often provide useful information about pathological 

mechanisms and play a complementary role to epidemiology by assisting researchers in framing hypotheses and in 

developing study designs for epidemiological studies." Ibid. However, animal studies also have significant 

disadvantages because biological differences between humans and the animals under observation create difficulties 

in extrapolating data from animal studies and applying it to humans. Ibid. Even so, "[w]here both animal toxicologic 

and epidemiologic studies are available, no universal rules exist for how to interpret or reconcile them." Id. at 564. 

That said, the Reference Manual acknowledges that there are "conflicting lines of cases" regarding the weight courts 

tend to give animal studies, which the Reference Manual suggests may be explained by differences [***32]  in the 

available amount of epidemiologic data across different subjects. Id. at 564-65, 564 n.48. Specifically, the Reference 

Manual states that "when there is a substantial body of epidemiologic evidence that addresses the causal issue, 

animal toxicology has much less probative value." Ibid. On the other hand, "[w]here epidemiologic evidence is 

not  [*356]  available, animal toxicology may be thought to play a more prominent role in resolving a causal dispute." 

Ibid. 

Beginning in 2009, scientists began examining the issue of Accutane's causal relationship to Crohn's disease through 

the lens of epidemiological studies. The first of those studies, published by Bernstein et al.7 in 2009, examined 

approximately 21,500 subjects and concluded that "[a]lthough there may be anecdotes of [Accutane] causing acute 

colitis [inflammation of the colon], our data suggest that [Accutane] is not likely to cause chronic IBD." In 2010, a study 

by Crockett et al.8 examining approximately 29,000 subjects found "no apparent association between isotretinoin and 

                                                 
Hill in 1965. Reference Manual at 600. 

77 Charles N. Bernstein et al., Isotretinoin is Not Associated with Inflammatory Bowel Disease: A Population-Based Case-Control 

Study, 104 Am. J. Gastroenterol. 2774 (2009). 

88 Seth D. Crockett et al., Isotretinoin Use and the Risk of Inflammatory Bowel Disease: A Case-Control Study, 105 Am. J. 

Gastroenterol. 1986 (2010). 
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[Crohn's disease]," but did find a statistically significant increased risk between isotretinoin and ulcerative colitis. A 

study published in 2013 by Etminan et al.9 examining roughly [***33]  45,000 women found that there was no 

"increase in the risk for IBD, including UC [ulcerative colitis] or CD [Crohn's disease], with use of isotretinoin." Those 

same authors also performed a meta-analysis10 of the available data and again concluded that there was no 

association between Accutane and Crohn's disease. Etminan, supra note 9 at 216, 218-20. A study of 46,922 subjects 

treated with Accutane published by Alhusayen et al.11 in 2013 found "no significant  [*357]  association between 

isotretinoin use and IBD." In 2014, an abstract by Sivaraman et al. examining 509 subjects concluded that "Isotretinoin 

exposure does not appear to confer risk for either UC or CD independent of antibiotic exposure." 

 [**570]  Two other studies -- a 176,889-subject study performed by Fenerty et al.12 and a 1078-subject study by 

Rashtak et al.,13 published [***34]  in 2013 and 2014, respectively -- concluded that Accutane was not causally 

associated with IBD but did not include specific data for Crohn's disease. Finally, a study of approximately 44,000 

subjects by Racine et al.14 published in 2014 concluded that Accutane use "was associated with a decreased [Crohn's 

disease] risk." The interpretation of those studies is the central issue in this appeal. 

C. 

Plaintiffs and defendants each produced two expert witnesses. Plaintiffs produced Dr. Arthur Asher Kornbluth, a 

gastroenterologist, and Dr. David Madigan, a statistician. Defendants produced gastroenterologist Dr. Maria Oliva-

Hemker, and biostatistician Dr. Steven Goodman. 

 
1. Plaintiffs' Expert—Dr. Kornbluth 

Plaintiffs' expert Dr. Arthur Asher Kornbluth is a board-certified physician in internal medicine and in the subspecialty 

of gastroenterology. He maintains an active clinical practice treating Crohn's disease and ulcerative colitis and is also 

a [***35]  Clinical Professor of Medicine at the Icahn School of Medicine at Mount Sinai Hospital in New York City. 

 [*358]  Dr. Kornbluth opined that there is evidence that Accutane can cause Crohn's disease. In rendering a general 

causation opinion on the key question in this matter, he explained that he based his finding of a causal association 

on "the pathogenesis and natural history of Crohn's disease, including the relevant intestinal anatomy on the 

macroscopic and cellular level," "the pharmacology of Accutane and its metabolites," "reports and assessments of 

Crohn's disease of acute gastrointestinal toxicity in patients treated with Accutane or its metabolites," and "large 

clinical trials in patients with Crohn's disease evaluating the clinical benefits of blocking the mechanism of action of 

                                                 

99 Mahyar Etminan et al., Isotretinoin and Risk for Inflammatory Bowel Disease, 149 JAMA Dermatol. 216 (2013). 

1010 A meta-analysis is a form of epidemiological study whereby the study authors pool separate studies together and then interpret 

the results. See Reference Manual at 289. 

1111 Raed O. Alhusayen et al., Isotretinoin Use and the Risk of Inflammatory Bowel Disease: A Population-Based Cohort Study, 

133 J. Investigative Dermatol. 907 (2013). 

1212 Sarah Fenerty et al., Impact of Acne Treatment on Inflammatory Bowel Disease, 68 J. Am. Acad. Dermatol. AB5 (2013). 

1313 Shadi Rashtak et al., Isotretinoin Exposure and Risk of Inflammatory Bowel Disease, 150 JAMA Dermatol. 1322 (2014). 

1414 Antoine Racine et al., Isotretinoin and Risk of Inflammatory Bowel Disease: A French Nationwide Study, 109 Am. J. 

Gastroenterol. 563 (2014). 
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Accutane's metabolites." Further, in addition to his review of the scientific and medical literature, Dr. Kornbluth also 

looked to a number of other materials produced as part of the Accutane litigation, including defendants' internal animal 

studies and causality assessments, and post-marketing reports. 

Dr. Kornbluth's testimony had two themes: explaining why he found the epidemiological studies unreliable 

and [***36]  uninformative regarding the issue of causation, and explaining his reliance on other forms of evidence 

such as case reports, animal studies, causality assessments, and his biological mechanism hypothesis. 

With regard to the epidemiological studies, Dr. Kornbluth explained that he would not rely on any study that did not 

provide separate data for Crohn's disease. As a result, he found the Fenerty and Rashtak studies—both of which 

analyzed data for IBD generally and not for Crohn's disease specifically—to be uninformative. As for the studies that 

did look specifically for Crohn's disease, Dr. Kornbluth stated that most of them, including the Alhusayen, Crockett, 

Etminan, and Racine studies, were fatally flawed because they did not account for Crohn's disease's 

"prodrome,"  [**571]  meaning the period between the onset of a disease's symptoms and its actual diagnosis. Dr. 

Kornbluth asserted that the median prodrome for Crohn's disease is roughly two-to-four years, and that the studies 

in question did not account for that period because they examined study subjects only for roughly one  [*359]  year. 

Because they did not examine patient data for a sufficient period of time, Dr. Kornbluth argued that [***37]  those 

studies missed patients whose prodromes were longer than the studies' observation periods, thus biasing the results 

towards a finding of no association between Accutane and Crohn's disease. Dr. Kornbluth based his opinion regarding 

the median prodromal period on two studies: a study by Pimentel et al.15 that contained 45 total subjects with Crohn's 

disease, and a study by Barratt et al.16 that contained 230 total subjects with Crohn's disease. 

Dr. Kornbluth detected other problems with the epidemiological studies. He asserted that the Crockett, Bernstein, and 

Etminan studies did not have enough patients and thus were "underpowered," meaning that they were not properly 

designed to detect a statistically significant increased risk, even if such a risk actually existed, because the study size 

was simply too small. He asserted that the Alhusayen and Etminan studies did not adjust for 

certain [***38]  confounders, such as family history and smoking. With regard to the Racine and Bernstein studies, 

he noted that those studies were performed in France and Canada, respectively, and that French and Canadian 

patients typically receive half the Accutane dosage that American patients receive. Moreover, he noted that the 

protective effect found in the Racine study's results lessened as the dosages increased, indicating a dose toxicity 

response. He was also dismissive of the meta-analysis that the Etminan authors performed, stating that it suffered 

from the same limitations as the studies that went into it and that a meta-analysis based on studies that did not 

perform an "adequate analysis" could not inform the issue. 

 [*360]  Dr. Kornbluth also noted that the Bernstein and Alhusayen studies both contained positive "point estimates,"17 

indicating an increased risk. He admitted that the results of both studies were not regarded as "statistically 

                                                 

1515 Mark Pimentel et al., Identification of a Prodromal Period in Crohn's Disease but Not Ulcerative Colitis, 95 Am. J. Gastroenterol. 

3458 (2000). 

1616 S.M. Barratt et al., Prodromal Irritable Bowel Syndrome May Be Responsible for Delays in Diagnosis in Patients Presenting 

with Unrecognized Crohn's Disease and Celiac Disease, but Not Ulcerative Colitis, 56 Dig. Dis. Sci. 3270 (2011). 

1717 As plaintiffs' experts explained, a point estimate serves as a way to calculate a single value for a sample of data and is the 

researchers' "best guess" as to the level of risk of a specific health effect from the substance being studied. A point estimate of 

1.0 is indicative of no effect; a point estimate above 1.0 is indicative of increased risk; and a point estimate below 1.0 is indicative 

of decreased risk. For more information, see generally Reference Manual at 292. We note that the experts in this case do not 

distinguish between the term "point estimate" and the related concepts of "relative risk" and "odds ratio." For a discussion of those 

concepts, see generally id. at 566-69. 
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significant,"18 but he intimated  [**572]  that the lack of statistical significance was due to the studies' inherent flaws 

and biases. 

In the end, the Sivaraman study was the only study upon which Dr. Kornbluth was willing to rely. [***39]  Even so, he 

disagreed with the study authors' conclusion. He explained that the study's unadjusted point estimate showed that 

"patients with Crohn's disease were five times more likely to have taken Accutane than those who did not," and that 

the study's unadjusted results also showed a statistically significant increased risk. However, in explaining why he 

disagreed with the Sivaraman authors' conclusion that Accutane does not cause Crohn's disease, he noted that the 

Sivaraman authors reached their adjusted point estimate by subtracting out patients who had taken antibiotics; while 

that adjusted point estimate still showed a heightened risk, the smaller number of patients meant that the result lost 

statistical significance. Moreover,  [*361]  he stated that he could not understand why the study authors had taken 

that step because "antibiotics per se did not influence the likelihood of developing Crohn's disease." It was thus "not 

clear" to him why the authors made such an adjustment. 

Moving beyond the epidemiological studies, Dr. Kornbluth examined other lines of evidence that he found supported 

his causation opinion. He began by explaining why he believes it is biologically plausible for Accutane [***40]  to 

cause Crohn's disease, although he had not published his causation theory or otherwise submitted it for peer 

review.19 He then discussed case reports, studied by other researchers, that illustrate what he referred to as 

"challenge/dechallenge/rechallenge," in which a patient was given Accutane and then developed a form of intestinal 

inflammation, which then ceased when Accutane use was discontinued and began again upon resumption of 

Accutane usage. He regarded that to be "very compelling" evidence of a causative effect. 

He discussed his reliance on MedWatch reports—"reports made by physicians, patients, [and] others to the FDA 

describing symptoms that they think were related to ingested medications." He noted the significant number of such 

reports relating to Crohn's disease and other gastrointestinal problems that correlated with the use of Accutane. 

Similarly, he testified that he relied on defendants' own internal materials, noting that defendants' scientists 

determined that Accutane should be contraindicated for individuals with certain gastrointestinal problems and 

expressed "severe concerns about the likelihood of patients having exacerbations  [*362]  of Crohn's disease or even 

developing [***41]  it de novo." Dr. Kornbluth asserted that those assessments by defendants' scientists were 

supportive of a causal link between Accutane and Crohn's disease. 

Finally, Dr. Kornbluth relied on animal studies to support his theory of causation. He testified that defendants 

performed experimental tests with Accutane on dogs  [**573]  and that those tests showed a temporal relationship 

between the administration of Accutane and gastrointestinal distress. Specifically, he noted a challenge/dechallenge 

relationship in that certain dogs given Accutane experienced gastrointestinal problems that ceased after cessation of 

                                                 

1818 As plaintiffs' experts explained, statistical significance is measured through use of a confidence interval, which reflects a range 

of possible values calculated from the results of a particular study. A confidence interval that ranges from below 1.0 to above 1.0 

is considered not to be statistically significant. Thus, even where a study's point estimate is indicative of either a decreased or 

increased risk, that result would not be considered statistically significant if the confidence interval ranges both above and below 

1.0. On the other hand, a study will be considered statistically significant where the confidence interval is entirely above or entirely 

below 1.0. For more information, see generally Reference Manual at 574-83, 621. 

1919 To summarize his detailed explanation, Dr. Kornbluth asserts that retinoic acid, a breakdown product of Accutane, marks 

inflammatory cells known as "T cells" with a compound known as "alpha 4 beta 7." That binding process allows the inflammatory 

T-cells to then travel through the digestive tract and bind to another receptor known as "MadCAM." The process of inflammatory 

T-cells traveling through the digestive tract and binding to the other receptors on the intestinal wall then creates the inflammation 

that results in Crohn's disease. He also explained that two drugs currently used in treating Crohn's disease—vedolizumab and 

natalizumab—are believed to work by blocking alpha 4 beta 7 from binding to the T-cells. 
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Accutane administration. He also noted the indication of a dose toxicity curve, meaning that intestinal damage 

appeared more severe in dogs given higher doses of isotretinoin. However, he conceded that animal studies are 

meant only to generate hypotheses about a substance's effect on humans, and that a hypothesis is a "supposition 

that is to be further tested." 

2. Plaintiffs' Expert—Dr. Madigan 

Plaintiffs' second expert, Dr. David Madigan, is a professor of statistics at Columbia University. Dr. Madigan did not 

give a causation opinion. Only Dr. Kornbluth opined on causation. 

Dr. Madigan's [***42]  testimony and expert report focused solely on whether the epidemiological studies in question 

were appropriately designed to discover an association between Crohn's disease and Accutane, if such an 

association did in fact exist. He concluded in his expert report that, after accounting for the prodrome associated with 

Crohn's disease, the available epidemiological studies do not provide statistically reliable information regarding 

Accutane's causal relation to Crohn's disease. His testimony was consistent with his report. 

Dr. Madigan explained that he was tasked with examining the available epidemiological studies as they pertained to 

an association between Accutane and Crohn's disease. He analyzed six of the epidemiological studies: Bernstein, 

Crockett, Alhusayen, Etminan, Racine, and Sivaraman. He did not analyze the Rashtak and  [*363]  Fenerty studies 

because they addressed only IBD and did not have separate results for Crohn's disease. 

Dr. Madigan noted that of the six studies he considered, only two—Racine and the unadjusted Sivaraman results—

were statistically significant. Dr. Madigan performed a "power analysis"20 of the four studies that were not statistically 

significant. He explained [***43]  that his purpose in doing so was to "shed some light" on whether the studies were 

reliable evidence that there is truly no effect or whether the studies were simply insufficiently powered to discover an 

effect even if such an effect exists. 

Dr. Madigan then examined each study's statistical power to detect a fifty percent increased risk; he chose fifty percent 

because he considered it to be "an authentically important increased risk." He calculated the power for each of the 

four studies as follows: Bernstein—37.8 percent; Crockett—18.2 percent; Alhusayen—89.4 percent; Etminan—22.6 

percent. Thus, for example, if there is a fifty percent increased risk of developing Crohn's disease for Accutane users, 

the probability that the Bernstein study would find a statistically significant result is 37.8 percent. It was thus "less 

likely than not" that most of the studies would find an increased risk if such a risk did in fact exist. Dr. Madigan 

concluded that this was "more an absence of evidence than anything." After accounting for the median prodromal 

period, which he derived from the Pimentel and Barratt studies, he determined that the power for three of the four 

studies had further [***44]  decreased: Crockett diminished to  [**574]  5.12 percent; Alhusayen diminished to 36.2 

percent; and Etminan diminished to 4.5 percent. 

According to Dr. Madigan, four of the six studies—Crockett, Alhusayen, Etminan, and Racine—were totally unusable 

because they failed to account for Crohn's disease's prodrome. He explained that by failing to account for the 

prodrome, the studies were failing to observe cases of Crohn's disease that developed  [*364]  outside of the studies' 

observation period. In other words, the studies' failure to take account of the prodrome "biased [the studies] towards 

the null," meaning the studies were systematically biased in favor of not finding any effect. Dr. Madigan therefore 

concluded that those studies had an overriding flaw and that he was reluctant to refer to their results as "findings." 

As for the remaining two studies, he explained that questionnaire-based studies such as Sivaraman are immune from 

the prodrome issue because they ask patients when their symptoms began and, thus, have "no limit going backwards 

in time." He also explained that there was a "diminished concern" for the Bernstein study due to its lengthy observation 

                                                 

2020 As Dr. Madigan explained, a power analysis examines for the risk that a study's outcome was a "false negative." 
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period. However, Dr. Madigan found [***45]  other flaws in the Bernstein study, and he declined to rely on its findings. 

He stated that the study did not adjust for "unmeasured confounders" and it was performed in Canada rather than 

the United States, which created a problem as to "generalizability" due to differences in population and the lower 

dosage given to Canadian patients. 

Accordingly, for Dr. Madigan, the Sivaraman study remained as the only study on which he was willing to rely, but 

with caveats. He did not agree with its conclusion. He pointed to the study's unadjusted results as showing a 

statistically significant increased risk of Crohn's disease for people taking Accutane. Although he acknowledged that 

the study's authors felt it necessary to adjust for antibiotic exposure, and that their adjusted results did not show a 

statistically significant increased risk for Crohn's disease, Dr. Madigan disputed that they actually performed an 

adjustment. He claimed that they actually performed a "subgroup analysis." He asserted that the adjusted figure from 

that analysis still showed an increased risk, even though it was no longer statistically significant due to the smaller 

number of patients. Accordingly, he chose to rely [***46]  on the unadjusted results because a study based on a 

larger group of people will provide a "better estimate." He further explained that he did not understand why the study 

authors chose to adjust for antibiotic exposure because the study  [*365]  authors admitted in the study's abstract 

that "antibiotic exposure was not associated with Crohn's disease." 

In sum, Dr. Madigan found the Sivaraman study to be "evidence of a strong association between Accutane and 

Crohn's disease," discounting all of the other studies on the basis that they "represented an absence of evidence" 

from which one cannot draw any definitive conclusions. 

Dr. Madigan also took the position that a meta-analysis of the studies would be improper. He stated he did not perform 

a meta-analysis because most of the studies on which the meta-analysis would be based did not account for 

prodrome, which would render the meta-analysis both misleading and scientifically unreasonable. That is so, he 

explained, because a meta-analysis will inherit the flaws, biases, and structural problems of the studies upon which 

it is based. 

In addition, Dr. Madigan performed a disproportionality analysis using the FDA's spontaneous reporting system 

database. [***47]  He explained that a disproportionality analysis is a method of studying a 

spontaneous  [**575]  report database and reviewing the observed rate for a particular drug and a particular adverse 

event. The observed rate is compared with the rate at which Crohn's disease was reported for other drugs in the 

database. Analyzing the available data beginning in 1997, Dr. Madigan's results showed a "striking signal of 

disproportionality" indicative of a "strong association" between Accutane and Crohn's disease. 

3. Defendants' Expert—Dr. Oliva-Hemker 

Defendants' expert Dr. Maria Oliva-Hemker is a Professor of Pediatric Inflammatory Bowel Disease and Chief of the 

Division of Pediatric Gastroenterology and Nutrition at Johns Hopkins University School of Medicine. Her testimony 

focused on disputing Dr. Kornbluth's testimony and explaining why epidemiological studies are preferred to case 

reports and animal studies in the hierarchy of evidence. 

 [*366]  During the Kemp hearing, she stated that the available scientific evidence does not support any causal 

association between Accutane and Crohn's disease. Regarding Dr. Kornbluth's testimony on biological mechanism, 

she explained that Crohn's disease is idiopathic, meaning [***48]  that its cause is unknown, and that any theory 

regarding a biological mechanism was therefore unreliable. Moreover, she stated that scientists would not ignore the 

available epidemiological evidence in favor of a hypothesis about a biological mechanism. 

She also addressed plaintiffs' experts' opinions concerning the prodrome for Crohn's disease. Although admitting that 

"the diagnosis time can vary" and that there are some patients who are not diagnosed for several years, she stated 

that most patients are typically diagnosed within a year. She based that conclusion on a number of population-based 
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studies, all of which concluded that the median prodrome is under one year. She was dismissive of plaintiffs' experts' 

use of the Pimentel study for determining the median prodrome for Crohn's disease, explaining that the study was 

very small and not representative of the average prodromal period, especially in light of the other, larger studies on 

the issue. She added that the authors of the epidemiological studies would have been aware of the available published 

data on the median prodromal period and would have accounted for it in designing their studies. 

She also discussed the recognized [***49]  hierarchy of evidence and that certain types of data are meant to 

"generate hypotheses," whereas other, more reliable forms of evidence are meant to "test hypotheses." She stated 

that the epidemiological studies are currently the best available data on the issue of Accutane and Crohn's disease 

and that, from a medical-evidence point of view, Dr. Kornbluth's reliance on case reports and animal studies, which 

are considered lower forms of evidence, was inconsistent with recognized methodology. Concerning case reports, 

she testified that they are hypothesis-generating in nature and are "in the bottom tier of medical evidence." She 

explained that case reports are  [*367]  subject to "publication bias," meaning that only correlative events are reported 

and that the reports are subjective in nature, often contain incomplete information, and do not account for random 

chance. Further, she stated that such reports are difficult to interpret because Crohn's disease is a "relapsing and a 

remitting condition," and thus "the natural course of the disease may be mistaken for the results of removing or 

reintroducing the medication." She also cited to an article  [**576]  by Reddy et al.21 for the proposition that 

epidemiological [***50]  evidence is needed to confirm the inference of causality generated by a case report. 

Finally, Dr. Oliva-Hemker addressed Dr. Kornbluth's interpretation of defendants' animal studies. She stated that 

animal studies may sometimes be important for "generating certain hypotheses," but that they are typically considered 

below human studies in the hierarchy of medical evidence. She noted that it is difficult to extrapolate data from animals 

to humans because of differences in metabolism, absorption, and other factors. Moreover, she testified that she would 

not rely on dog studies in this instance because dogs cannot get IBD and because recent research has shown that 

dogs may have hypersensitive gastrointestinal tracts that can result in distress owing more to the dog's anatomy than 

to the actual toxicity of the substance under observation. In sum, her testimony concluded that the animal studies are 

simply not sufficient generally for forming a conclusion about causation here both because of the nature of the disease 

at issue and because they are merely "hypothesis-generating data." 

In contrast to the [***51]  case reports and animal studies, she testified that the epidemiological studies are the best 

available evidence on the issue of Accutane's relation to Crohn's disease. Moreover, she testified that it would be 

entirely proper to consider a meta-analysis of the studies when such analysis is available. She explained that 

researchers now have access to the types of "hypothesis  [*368]  testing" epidemiological studies that were sought 

for testing the viability of adverse event case reports and that those studies have all reached similar findings of no 

causal effect despite variations in populations, time, and data sets. 

4. Defendants' Expert—Dr. Goodman 

Defendants' second expert, Dr. Steven Goodman, is a Professor of Medicine and Health Research and Policy and 

Associate Dean for Clinical and Translational Research at Stanford University, where he serves as Chief of the 

Division of Epidemiology and co-director of Stanford's Meta-Research Innovation Center. Dr. Goodman's testimony 

focused on why the epidemiologic evidence is the best available evidence on the question of Accutane's causal 

relation to Crohn's disease and why a meta-analysis was a proper way of pooling those study results to 

reach [***52]  a conclusion that Accutane does not cause Crohn's disease. 

Dr. Goodman stated, during the Kemp hearing and in his expert report, that the epidemiological evidence pertaining 

                                                 

2121 Deepa Reddy et al., Possible Association Between Isotretinoin and Inflammatory Bowel Disease, 101 Am. J. Gastroenterol. 

1569 (2006). 
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to the causal relationship between Accutane and Crohn's disease is as strongly negative as epidemiologic evidence 

can be, and that there was no biological evidence, including a causal mechanism or otherwise, to contravene that 

evidence. He stated that the methods Doctors Madigan and Kornbluth used were flawed because they put almost no 

weight on the epidemiologic evidence and instead relied heavily on the much lesser forms of evidence, which is not 

how any scientific body would have proceeded. Dr. Goodman emphasized that there is now a consistent body of 

epidemiological evidence all pointing towards no causal association between Accutane and Crohn's disease and that 

the weighing of that body of evidence through use of meta-analysis also strongly supported the lack of any association 

or causal effect between Accutane and Crohn's disease. 

Dr. Goodman discussed the hierarchy of medical evidence, stating that observational  [**577]  studies are second 

only to randomized controlled trials in terms of establishing causality. Like [***53]  Dr. Oliva-Hemker, he explained 

that epidemiologic studies are a hypothesis-testing  [*369]  form of evidence, which is a higher form of evidence than 

hypothesis-generating data, such as case reports and animal studies. Moreover, hypothesis-generating evidence is 

typically used more for developing ideas to later be examined through epidemiological evidence. Accordingly, he was 

dismissive of any reliance on case reports here, which he stated are almost never used as a basis for a scientific 

determination of causality. As support for that proposition, Dr. Goodman cited the Reference Manual, which states 

that case reports are "at the bottom of the evidence hierarchy" and must later be "confirmed with larger, more 

controlled epidemiological studies." 

For similar reasons, Dr. Goodman was also dismissive of Dr. Kornbluth's interpretation of animal studies, explaining 

that such studies are hypothesis-generating in nature and that it is difficult to extrapolate results from animal studies 

to determine the effect a given substance will have on a human subject. Moreover, he believed that the specific animal 

studies discussed in this matter were essentially meaningless because dogs do not develop IBD. He [***54]  also 

took issue with Dr. Kornbluth's invocation of the Hill criteria in assessing the causal relationship between Accutane 

and Crohn's disease because the studies here showed no strength of association, and so there was no "association" 

in need of study. 

After reviewing all of the epidemiologic evidence, Dr. Goodman stated that none of the studies showed a statistically 

significant increased risk of developing Crohn's disease from use of Accutane. In addition to his belief that each study 

contained reasonable results, he also noted the importance of the fact that all of the studies were concordant with 

each other—that all of the studies produced consistent results pointing in the same direction was strong evidence 

that those results are reliable. 

With regard to the Sivaraman study, he stated that the study should be interpreted according to its adjusted numbers, 

and that it was proper for the study authors to adjust for antibiotics. He explained that the adjusted number is always 

better because it tends to be less biased and therefore more reliable. Moreover, he  [*370]  found the Sivaraman 

study to be insignificant for purposes of his meta-analysis and in the overall scheme of evidence because [***55]  of 

its small size. 

He also explained the methodology of the meta-analysis he performed, describing how smaller and more imprecise 

studies are given less weight whereas larger and more precise studies are given more weight. He further stated that 

a meta-analysis is a way to increase precision by pooling studies that address the same question. Moreover, meta-

analysis is useful where there is a question about whether independent studies are large enough to detect an effect 

size. Accordingly, he criticized Dr. Madigan's refusal to perform a meta-analysis of the studies despite arguing that 

most of the studies were underpowered because meta-analysis was "in a sense invented" to address power concerns. 

He then went through the results of his meta-analysis, which he performed for both IBD and Crohn's disease. For 

IBD, the meta-analysis resulted in a relative risk indicative of a protective effect, but with a statistically insignificant 

confidence interval. For Crohn's disease, the meta-analysis again returned a relative risk indicative of a protective 

effect, with a non-statistically significant confidence interval.  [**578]  Dr. Goodman interpreted those results as 
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consistent with "no effect." 

Finally, [***56]  Dr. Goodman turned his attention to the criticisms levied against the epidemiological studies—

specifically the prodrome issue on which plaintiffs' experts chiefly relied in disregarding the studies. Dr. Goodman 

criticized plaintiffs' experts' reliance on the Pimentel and Barratt studies for determining a median prodrome length of 

at least two-to-four years because of the studies' small size and because the Pimentel study's population was taken 

from patients who gastroenterologists found difficult to manage and diagnose. Dr. Goodman felt that a study by 

Chouraki et al.,22 which contained 7409 subjects with Crohn's disease and  [*371]  found a median prodrome of under 

a year, was much more reliable. Moreover, he stated that every population-based prodrome study—which are the 

studies he believed most reliable—found a prodrome of nine months or less. He thus concluded that the best available 

evidence on the issue consistently pointed towards a median prodrome of less than a year, which justified the 

epidemiological studies' use of a one-year observation period. Thus, in his opinion, none of the epidemiological 

studies were invalid due to a prodrome issue. 

D. 

After the Kemp hearing, the trial court issued an order granting defendants' omnibus motion to bar plaintiffs' experts 

from testifying on, among other things, whether the epidemiological studies on which the defense relied were flawed 

and unreliable and whether Accutane can cause Crohn's disease. The trial court also directed the parties to prepare 

an order listing the lawsuits affected by the ruling, and subsequently issued a May 8, 2015 order dismissing 2076 

affected claims with prejudice. 

In its decision concerning the exclusion of plaintiffs' expert witnesses, the trial court examined the expert testimony 

and scientific studies, laid out the relevant standard for the admission of expert witness testimony, and determined 

that plaintiffs' experts' testimony did not meet the applicable standard. 

The trial court stated that Rubanick governed the admissibility of expert witness testimony in toxic tort cases in New 

Jersey. The court regarded the Rubanick standard, which it understood to be more flexible in assessing medical 

causation expert testimony than the "general [***58]  acceptance" test of Frye otherwise traditionally used in New 

Jersey courts, as requiring an expert opinion to be based on a "sound, adequately-founded scientific methodology 

involving data of the type reasonably relied on by experts in the scientific field." (citing Rubanick, 125 N.J. at 449, 593 

A.2d 733). Thus, to fulfill its duty as gatekeeper, the trial court considered "whether  [*372]  other scientists in the field 

[are] using similar methodologies in forming their opinions." 

The trial court applied that standard and found plaintiffs' experts' testimony lacking.23 Focusing on the epidemiological 

studies, the trial court concluded that "there is no epidemiological evidence to justify a reasonable inference that there 

is a causal link between isotretinoin and [Crohn's disease]." Nor did the court believe that there was any rational basis 

for  [**579]  plaintiffs to resist the findings of all the epidemiological studies and to rely instead on case reports and 

animal studies, which the trial court determined were seriously flawed and a less reliable form of evidence than the 

epidemiological studies. 

The trial court viewed Dr. Kornbluth and Dr. Madigan as "self-validating expert[s]" who were unwilling to subject their 

ideas for evaluation in [***59]  the scientific community, either through peer review submission or through the scrutiny 

of the process of publication in scientific literature. Specifically regarding Dr. Kornbluth, the trial court stated that he 

                                                 

2222 V. Chouraki et al., The Changing Pattern of Crohn's Disease [***57]  Incidence in Northern France: a Continuing Increase in 

the 10-to 19-Year-Old Age Bracket (1988-2007), 33 Aliment. Pharmacol. Ther. 1133 (2011). 

2323 The trial court's determination was based solely on plaintiffs' experts' methodology. The experts' credentials were not in issue 

at any point. 

https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VNY0-003C-P44R-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VNY0-003C-P44R-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VNY0-003C-P44R-00000-00&context=
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"want[ed] to have it both ways" by rejecting the best available evidence as flawed and yet relying on inferior forms of 

evidence. As for Dr. Madigan, the trial court viewed his refusal to perform a meta-analysis and to instead rely on the 

Sivaraman study for causation and the Pimentel and Barratt studies for median prodrome, to the exclusion of all other 

studies, as an attempt to explain away the body of evidence on causation and on the median prodromal period. 

The trial court therefore determined that plaintiffs' experts' examination of the evidence was a "conclusion-driven" 

attempt to cherry-pick evidence supportive of their opinion while dismissing other, better forms of evidence that did 

not support their opinion. The trial court believed that such a "stratagem cannot bridge the analytical gaps inherent in 

Plaintiffs' hypothesis." 

 [*373]  Plaintiffs appealed and the Appellate Division reversed, holding that plaintiffs may present the experts' 

testimony at trial. In re Accutane Litig., 451 N.J. Super. 153, 163-64, 165 A.3d 832 (App. Div. 2017). After 

providing [***60]  an overview of plaintiffs' experts' testimony, underlying scientific principles, and applicable legal 

standards, the panel concluded that "the experts relied on methodologies and data of the type reasonably relied upon 

by comparable experts." Id. 451 N.J. Super. at 199, 165 A.3d 832. Comparing the testimony of plaintiffs' experts and 

defendants' experts, the panel stated that plaintiffs' experts evaluated all of the evidence in accordance with 

established scientific standards and methodology and addressed the specific design flaws of the epidemiological 

studies, all of which are recognized in the scientific community as capable of producing unreliable results. Id. 451 

N.J. Super. at 202, 165 A.3d 832. The panel explained that defendants' experts merely "interpret[ed] the 

epidemiological studies differently," and that a difference of opinion between the experts did not mean that plaintiffs' 

experts failed to rely upon a sound methodology. Id. 451 N.J. Super. at 202-03, 165 A.3d 832. 

The panel found plaintiffs' experts to be "extremely well-qualified" and underscored that they "considered all of the 

relevant data and information, applied appropriate methodology in analyzing the epidemiological studies, and 

expressed valid reasons for rejecting the conclusions of some of the epidemiological studies and in 

accepting [***61]  other studies as supportive of their opinion." Id. 451 N.J. Super. at 205, 165 A.3d 832. While noting 

the trial court's opportunity to view the witnesses firsthand, the panel disagreed with the trial court's characterization 

of plaintiffs' experts as "hired gun[s]," id. 451 N.J. Super. at 206, 165 A.3d 832, and expressed the view that the trial 

court's negative reaction to plaintiffs' experts was not supported by the trial record, id. 451 N.J. Super. at 211, 165 

A.3d 832. 

The panel further noted that, although a trial court's decision to admit or exclude evidence is subject to an abuse of 

discretion standard, a reviewing court owes "somewhat less deference to a trial court's determination[s]" regarding 

expert testimony. Id. 451 N.J. Super. at 196-97, 165 A.3d 832. Accordingly, because our evidence 

rules  [*374]  weigh  [**580]  strongly in favor of admissibility, the panel "conclude[d] that the [trial] court mistakenly 

applied its discretion in excluding the expert scientific testimony." Id. 451 N.J. Super. at 206, 165 A.3d 832. 

We granted defendants' petition for certification. 231 N.J. 531, 177 A.3d 112 (2017). In addition, numerous parties 

were granted amicus status. 

The New Jersey Business & Industry Association, Commerce and Industry Association of New Jersey, and New 

Jersey Chamber of Commerce (collectively "the Industry Associations"); Kenneth S. Broun, Daniel J. Capra, Joanne 

A. Epps, David L. Faigman, Laird Kirkpatrick, Michael [***62]  M. Martin, Liesa Richter, and Stephen A. Saltzburg 

(collectively "the Academics"); the American Medical Association, Medical Society of New Jersey, American Academy 

of Dermatology, Society for Investigative Dermatology, American Acne and Rosacea Society, and Dermatological 

Society of New Jersey (collectively "the Medical Associations"); the Pharmaceutical Research and Manufacturers of 

America; the New Jersey Civil Justice Institute (NJCJI); and DRI - The Voice of the Defense Bar (DRI), filed briefs 

supportive of defendants. 
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The New Jersey Association for Justice (NJAJ); the Ironbound Community Corporation (ICC); and Allan Kanner, Esq. 

(Kanner), filed briefs supportive of plaintiffs. 

III. 

A. 

Defendants argue that the Appellate Division's decision effectively nullifies the trial court's role as the gatekeeper of 

expert witness testimony and will "allow[] any credentialed expert to argue their way to a jury." They contend that the 

appellate panel did not address the methodological inconsistencies inherent in plaintiffs' experts' reasoning and 

adopted a restrictive interpretation of the trial court's role as the "gatekeeper" of expert witness testimony that is at 

odds with precedent from both [***63]  New Jersey  [*375]  and courts around the country. Defendants assert that 

the acceptance of such "internally-inconsistent" and "outcome-driven" testimony robs the expert witness standard of 

its vitality. They ask us to "bring clarity and consistency to New Jersey expert admissibility standards, including by 

addressing whether Daubert standards and precedent are relevant." 

The current lack of clarity, defendants posit, has resulted in "vastly different applications of gatekeeping," as illustrated 

by the opposing viewpoints of the trial court and Appellate Division in this matter. Moreover, defendants argue that, 

"[a]lthough the Court need not adopt the federal Daubert standard to find that the Appellate Division erred, this case 

illustrates the practical benefits of doing so." Defendants add that the extent to which New Jersey courts may look to 

Daubert for guidance is currently unclear; they urge this Court to clarify that issue here. 

With respect to the proffered expert scientific testimony, defendants contend that the Appellate Division failed to apply 

methodological scrutiny, improperly applying a "relaxed" standard for admissibility despite the existence of "well-

developed science." By doing [***64]  so, the Appellate Division allowed plaintiffs' experts to employ a methodology 

whereby they argued away better and more reliable forms of evidence such as epidemiological studies to rely on 

lesser forms of evidence such as case reports and animal studies. Thus, they contend that the Appellate Division 

ignored "key guidelines from this and other courts  [**581]  for assessing the reliability of expert testimony." 

Specifically, defendants argue that the Appellate Division did not consider whether the experts used the data as it is 

used by scientists in the field, a requirement mandated by Rubanick; condoned the experts' failure to adhere to the 

hierarchy of evidence; and failed to look for any demonstration of scientific consensus for the experts' methods or 

views, such as peer-reviewed articles or treatises. And, they argue that the Appellate Division did not give appropriate 

deference to the trial court's  [*376]  exercise of discretion, but rather conducted essentially a de novo review. 

In sum, defendants argue that appellate error has resulted in the allowance of expert testimony that is contradictory, 

unreliable, and logically incoherent. Defendants emphasize that none of the epidemiological 

studies [***65]  concluded that there was a connection between Accutane and Crohn's disease. Doctors Madigan 

and Kornbluth were thus forced to use an inconsistent methodology whereby they "concocted" a theory on Crohn's 

disease's prodrome and selectively applied that theory to evidence that did not support their viewpoints. They did the 

same for their theories on study power, applying it where necessary to refute the evidence, but then ignoring it for the 

studies upon which they relied. Defendants argue that the experts' "contradictory methodology" should not be allowed 

to be advanced before a jury. 

B. 

Plaintiffs argue that the Appellate Division appropriately employed Rubanick's relaxed admissibility standard in this 

matter and properly assessed the reliability of plaintiffs' experts' methodology. Plaintiffs cite to the Reference Manual 

for the proposition that "epidemiology alone cannot prove causation," and contend that defendants have falsely 

categorized the nature of the expert testimony due to their erroneous belief that the epidemiological studies alone 

should be considered to the exclusion of all other evidence. According to plaintiffs, epidemiological studies "are not 
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the be all and end all [***66]  of causation evidence," but rather "one component of multiple lines of evidence that 

inform the causation issue." Thus, by considering all of the evidence in addition to the epidemiology, plaintiffs argue 

their experts employed a methodology based on sound scientific principles accepted in the scientific community. They 

further argue that the Appellate Division correctly found that their experts did not ignore the epidemiology, but rather 

examined the data with proper consideration of the strengths and limitations of the design of each of the 

studies,  [*377]  together with study biases. Accordingly, the Appellate Division properly held that the trial court 

exceeded its gatekeeping function in excluding the expert testimony. 

Furthermore, plaintiffs argue that the Reference Manual does not endorse a "strict application" of the hierarchy of 

evidence. In fact, the Reference Manual does not suggest that epidemiological studies are "beyond scientific criticism" 

or that "no countervailing evidence should be considered." Plaintiffs thus contend that their experts did not stray from 

any "core scientific principles," but simply considered all of the evidence in forming their opinions. Plaintiffs 

posit [***67]  that their experts merely viewed the epidemiological studies differently than defendants' experts, and 

that doing so is not improper because the "implications of a study are open to debate." 

Plaintiffs also dispute the "key guidelines" identified by defendants for examining expert testimony. Plaintiffs note that 

the law does not require that experts submit their opinions for peer review in order to be admissible. Plaintiffs also 

take issue  [**582]  with defendants' arguments concerning scientific consensus, arguing that consensus is not 

required in toxic tort cases and that, by arguing the issue, defendants are seeking to take New Jersey back to the 

"general acceptance" standard. Furthermore, plaintiffs contend that defendants' argument for abandoning Rubanick's 

relaxed standard is at odds with this Court's interpretation of the trial court's gatekeeping role and would allow a trial 

court to usurp the role of the jury and determine for itself whether to accept an expert's opinion. 

Plaintiffs also argue that the Appellate Division gave appropriate deference to the trial court, explaining that "less 

deference is owed to a trial court when the issue is the admissibility of expert proofs." They claim [***68]  that the trial 

court failed to adhere to the principles expounded in Rubanick, which provided "well-founded support for the level of 

review that the Appellate Division employed." Thus, because the trial court substituted its judgment for that of the jury 

and improperly weighed the evidence, the Appellate  [*378]  Division properly reversed by applying a standard of 

review "long recognized by this Court." Finally, plaintiffs argue that there is no reason to import the Daubert standard 

into New Jersey law and note that this Court has previously declined to adopt the Daubert factors. 

C. 

Amici curiae Industry Associations, the Academics, and DRI argue that New Jersey's expert witness standard is in 

need of clarification and urge this Court to join the majority of other states by adopting the Daubert standard to ensure 

meaningful judicial gatekeeping and that only reliable and reliably applied expert testimony enters New Jersey's 

courts. Similarly, amici curiae NJCJI and the Medical Associations argue that the Appellate Division reached an 

incorrect decision even under existing New Jersey law, but maintain that adoption of the Daubert standard will provide 

helpful guidance and ensure meaningful and [***69]  robust gatekeeping in New Jersey trial courts. 

Specifically, the Industry Associations and the Academics maintain that although Daubert and the current standard 

are somewhat similar, Daubert provides "concrete guidelines" and a more fulsome analysis that ensures that the 

expert's methodology is reliable and applied in a way that "fits" the facts of a case. Both contend that plaintiffs' experts' 

testimony would not have withstood that more thorough analysis. Moreover, both argue that tying New Jersey closer 

to the Daubert standard would discourage forum shopping. Finally, the Academics assert that the Appellate Division 

should have applied a pure abuse of discretion standard in reviewing the trial court's ruling. 

The Medical Associations argue that the Appellate Division incorrectly applied New Jersey's expert witness standard 

by ignoring the hierarchy of evidence and the unanimity of epidemiological evidence in favor of plaintiffs' experts' "un-

vetted postulations." They point to a scientific consensus in the medical literature that Accutane does not cause 
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Crohn's disease, and argue that  [*379]  plaintiffs' experts were forced to invert the hierarchy of scientific evidence to 

overcome the scientific [***70]  consensus on the issue by relying on inferior forms of evidence such as case reports 

and animal studies. 

NJCJI similarly argues that the Appellate Division permitted plaintiffs' experts to present their unsubstantiated "outlier 

viewpoint" without any meaningful judicial scrutiny or investigation of their methodology. NJCJI claims that the 

Appellate Division's decision improperly left the question  [**583]  of methodological soundness to the jury while 

limiting the trial court's gatekeeping function "to exclude only the most extreme and obvious forms of junk science." 

NJCJI and DRI emphasize that robust gatekeeping is necessary because juries struggle to absorb complex scientific 

concepts and are poorly equipped to assess methodological soundness. Both amici express the concern that juries 

may be misled by highly-qualified experts who offer opinions that are not supported by the wider scientific community 

and that juries faced with complex scientific evidence may simply "fall back" on an expert's credentials as a basis for 

evaluating the testimony at issue. To guard against that risk, DRI argues that experts should be required to prove not 

only that their methodology is sound, but that such methodology [***71]  is reliably applied to the facts of the case. 

Finally, amicus curiae Pharmaceutical Research and Manufacturers of America submitted a brief detailing the 

scientific principles at issue here and arguing that the trial court correctly excluded plaintiffs' experts' testimony. 

D. 

Amici curiae NJAJ, ICC, and Kanner argue that this Court should not adopt the Daubert standard because the current 

New Jersey standard is well-settled and strikes an appropriate balance between proper judicial gatekeeping and the 

admission of novel scientific concepts. NJAJ claims that the Daubert standard is a "patchwork" of case law that has 

been applied inconsistently by both state and federal courts. NJAJ and Kanner further contend  [*380]  that the 

Daubert standard requires judges who are unfamiliar with scientific principles to make scientific judgments outside of 

their area of expertise. NJAJ and ICC argue that Daubert imposes undue and unnecessary burdens on courts and 

litigants by encouraging frivolous challenges to expert witness testimony. Both ICC and Kanner claim that adoption 

of the Daubert standard will lead to unjust results because it will result in the exclusion of reliable evidence, which will 

bar access [***72]  to justice for innocent victims. 

The NJAJ further argues that New Jersey's expert witness standard does not require any clarification or correction 

and that state trial courts have reliably applied it for many decades. NJAJ contends that defendants have provided 

no substantive reason why this Court should abandon the expert witness standards that it pioneered and "which 

continue to fairly promote just results." Furthermore, NJAJ disputes that New Jersey's current expert witness standard 

promotes the filing of cases in New Jersey by out-of-state plaintiffs, arguing that there is no evidence to support such 

an assertion. Finally, NJAJ, ICC, and Kanner maintain that the Appellate Division here applied the proper standard 

and properly found that the trial court exceeded its gatekeeping role by excluding plaintiffs' experts based on nothing 

more than personal disagreements as to their conclusions. 

IV. 

A. 

HN6[ ] Our Court was in the vanguard of courts to be persuaded that adherence to the Frye general acceptance 

standard as the sole test for assessing reliability of scientific expert testimony was unsatisfactorily constricting for 

fairly assessing reliability in certain areas of novel or emerging fields [***73]  of science.24 

                                                 

2424 As Frye garnered considerable criticism through the years, the United States Supreme Court ultimately resolved a split among 

the circuit courts and held that Frye was superseded by the adoption of the Federal Rules of Evidence. Daubert, 509 U.S. at 585-
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 [*381]  [**584]   Rubanick marked the broadening of our standard, when this Court concluded that resort to a 

methodology-based standard would be appropriate for assessing reliability with respect to emerging scientific theory 

on causation in toxic tort litigation. 125 N.J. at 454, 593 A.2d 733. Justice Handler, writing for the Court, explained 

the impetus for the holding: 

HN7[ ] [T]oxic-tort litigation does not frequently encounter well-established and widely-accepted scientific 

theories of causation that can, at the level demanded by the scientific method, precisely delineate the causal 

path between the toxin and the pathology. Nevertheless, in such litigation there is often available data and 

information of a type that is used and relied on by experts in the field; further, there are reputable and highly 

qualified experts who, drawing on such data and information, have the proficiency to apply sound scientific 

methods sufficient to reach creditable opinions with respect to causation. We are thus strongly persuaded that a 

standard that accounts for those considerations should be employed to determine the reliability of expert opinion 

testimony relating to causation in toxic-tort litigation. 

Accordingly, we hold [***74]  that in toxic-tort litigation, a scientific theory of causation that has not yet reached 

general acceptance may be found to be sufficiently reliable if it is based on a sound, adequately-founded scientific 

methodology involving data and information of the type reasonably relied on by experts in the scientific field. 

[Id. 125 N.J. at 449, 593 A.2d 733.] 

HN8[ ] The Court further instructed courts to "consider whether others in the field use similar methodologies. 'What 

is necessary is that the expert arrived at his causation theory by relying upon methods that other experts in his field 

would reasonably rely upon in forming their own, possibly different opinions, about what caused the patient's disease.' 

" Id. 125 N.J. at 449-50, 593 A.2d 733 (quoting Osburn v. Anchor Labs., Inc., 825 F.2d 908, 915 (5th Cir. 1987)). 

In remanding to the trial court for re-evaluation of disallowed expert testimony, the Rubanick Court explained that the 

proper inquiry is not whether the expert thought his reliance on the underlying data from thirteen studies regarding 

exposure to a potential carcinogen was reasonable or whether the trial court thought that reliance was reasonable; 

rather, the proper inquiry is whether comparable "'experts in the field [would] actually rely' on  [*382]  that information." 

Id. 125 N.J. at 451-52, 593 A.2d 733 (alteration in original) (quoting Ryan v. KDI Sylvan Pools, Inc., 121 N.J. 276, 

289, 579 A.2d 1241 (1990)). 

One year later, [***75]  HN9[ ] in Landrigan, Justice Pollock, writing for the Court, applied the same approach and 

again remanded for a hearing on the disputed epidemiologic testimony about asbestos and colon cancer. 127 N.J. at 

418-23, 605 A.2d 1079. The Court stated that, for its purposes, it did not need to "describe in detail how to structure 

an epidemiological study, analyze the data, draw conclusions about the study population, and, if possible, extrapolate 

from statistical results inferences about specific individual subjects[, i.e., determine specific causation]." Id. 127 N.J. 

at 417, 605 A.2d 1079. But, Justice Pollock elaborated on the Court's direction to trial courts when assessing the 

reliability of a methodology used by an expert proffering scientific evidence: "epidemiologists, like experts generally, 

must be able to identify the factual bases for their conclusions, explain their  [**585]  methodology, and demonstrate 

that both the factual bases and the methodology are scientifically reliable." Ibid. When relying on such studies, the 

trial court should review them and "then determine whether the expert's opinion is derived from a sound and well-

founded methodology that is supported by some expert consensus in the appropriate field." Ibid. (citing Rubanick, 

125 N.J. at 449-50, 593 A.2d 733). 

Moreover, HN10[ ] Landrigan provided [***76]  suggested tools for trial courts to use in rendering gatekeeping 

determinations about the reliability of an expert's methodology when the ultimate scientific opinion is not itself 

                                                 
87. We discuss Daubert in greater detail later in this opinion. 
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generally accepted. Landrigan explains that "[d]efined landmarks guide a trial court in making this determination. 

Support may be demonstrated by reference to professional journals, texts, conferences, symposia, or judicial opinions 

accepting the methodology." Ibid. (citing Kelly, 97 N.J. at 210-11, 478 A.2d 364). Additionally, the Court allowed for 

consideration of professional associations' acknowledged acceptance and recognition of a methodology's use. Ibid. 

Thus, methodology may be assessed for soundness using some of the same tools as general acceptance identifies 

for outcome. 

 
 [*383]  B. 

Not long after those dual holdings by our Court, the Supreme Court issued its seminal Daubert opinion in 1993 

pronouncing that Frye had been superseded by the adoption of the Federal Rules of Evidence. 509 U.S. at 585-87. 

HN11[ ] The Daubert Court explained that the Federal Rules of Evidence do not make any mention of a general 

acceptance standard and that such a standard was at odds with the "liberal thrust of the Federal Rules and their 

general approach of relaxing the traditional barriers to opinion testimony." [***77]  Id. at 588 (internal quotations 

omitted). Thus, although Federal Rule of Evidence 702 "contemplates some degree of regulation of the subjects and 

theories about which an expert may testify," the subject of the scientific testimony does not have to be known to a 

certainty so long as it is derived from the scientific method and "supported by appropriate validation." Id. at 589-90. 

Moreover, in addition to a methodology derived from the scientific method, the Court added that the testimony must 

be relevant to the facts at hand—it must "assist the trier of fact to understand the evidence or to determine a fact in 

issue." Id. at 591 (quoting Fed. R. Evid. 702). 

Tying the principles together, the Court fashioned a new standard: 

HN12[ ] Faced with a proffer of expert scientific testimony . . . the trial judge must determine at the outset . . . 

whether the expert is proposing to testify to (1) scientific knowledge that (2) will assist the trier of fact to 

understand or determine a fact in issue. This entails a preliminary assessment of whether the reasoning or 

methodology underlying the testimony is scientifically valid and of whether that reasoning or methodology 

properly can be applied to the facts in issue. 

[Id. at 592-93 (footnotes omitted).] 

The Court based that standard on the concept [***78]  that the Federal Rules regarding expert testimony are 

"premised on an assumption that the expert's opinion will have a reliable basis in the knowledge and experience of 

his discipline." Id. at 592. The Court noted that "[m]any factors will bear on the inquiry," and then proceeded to offer 

some observations on factors it  [*384]  believed most relevant in such evaluations. Id. at 593. Those became known 

as the Daubert factors. 

 [**586]  HN13[ ] First, trial courts may look to whether the scientific theory at issue can be, or has been, tested. 

Ibid. Second, a court may also consider whether the scientific theory has been published or subjected to some form 

of peer review. Ibid. That said, the Court did not consider publication as "a sine qua non of admissibility," but rather 

one form of peer review. Ibid. The Court reasoned that "submission to the scrutiny of the scientific community is a 

component of 'good science,' in part because it increases the likelihood that substantive flaws in methodology will be 

detected." Ibid. As a third factor, courts may also consider any "known or potential rate of error," and any "standards 

controlling the technique's operation," id. at 594, which may be important in pattern testing and similar areas of 

science. [***79]  Finally, the Daubert Court stated that general acceptance remains a consideration; accordingly, a 

technique that has garnered only minimal support within the scientific community "may properly be viewed with 

skepticism." Ibid. 
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In sum, HN14[ ] the Court described the trial court's task as a "flexible" inquiry into the scientific principles at issue, 

ibid., one whose "overarching subject is the scientific validity—and thus the evidentiary relevance and reliability—of 

the principles that underlie a proposed submission," id. at 594-95. As this Court did in Rubanick and Landrigan, the 

Supreme Court underscored in Daubert that the trial court must focus on the expert's principles and methodology—

not on the conclusions they generate. Id. at 595. The trial court's task is thus to ensure "that an expert's testimony 

both rests on a reliable foundation and is relevant to the task at hand" by assuring that the evidence is based on valid 

scientific principles. Id. at 597.25 

 [*385]  Although acknowledging that its decision was controversial, the Court asserted that it had struck a proper 

balance, stating that the adversarial process would provide proper safeguards in place of the more "uncompromising 

'general acceptance' test," and that the [***80]  trial judge's role as gatekeeper was essential for the quick and 

decisive resolution of legal disputes. Id. at 596-97. 

HN15[ ] The Supreme Court elaborated on its Daubert standard for assessing reliability with two cases which, 

combined, round out the Daubert trilogy. 

In General Electric Co. v. Joiner, the Court held that an abuse of discretion standard applies when reviewing a trial 

court's decision to admit or exclude expert testimony, even where that determination may be outcome determinative. 

522 U.S. 136, 138-39, 118 S. Ct. 512, 139 L. Ed. 2d 508 (1997). The Court also reinforced that trial courts are the 

"gatekeeper" tasked with screening such testimony. Id. at 142. The Court stated that, in its gatekeeper role, a trial 

court is free to exclude expert testimony where the expert's conclusions are not sufficiently tethered to the facts or 

drawn from the applicable data. Id. at 146-47. A trial court may determine in a given case that "there is simply too 

great an analytical gap between the data and the opinion proffered" for the expert testimony to be considered reliable. 

Id. at 146 (explaining that expert's conclusions and methodology "are not entirely distinct from one another" and that 

"nothing in either Daubert or the Federal Rules of Evidence requires a district court to admit opinion 

evidence [***81]  that is connected to existing  [**587]  data only by the ipse dixit of the expert"). 

HN16[ ] In Kumho Tire Co. v. Carmichael, the Court extended the Daubert approach to technical and other 

specialized knowledge admissible as expert testimony under Federal Rule of Evidence 702. 526 U.S. 137, 147-48, 

119 S. Ct. 1167, 143 L. Ed. 2d 238 (1999). Justice Breyer summarized Daubert as holding "that Federal Rule of 

Evidence 702 imposes a special obligation upon a trial judge to 'ensure that any and all scientific testimony . . . is not 

only relevant, but reliable.'" Id. at 147 (ellipsis in  [*386]  original) (quoting Daubert, 509 U.S. at 589). The Kumho 

Court reasoned that Rule 702—and thus Daubert's methods for assessing reliability—had to apply to all forms of 

expert testimony because the evidence rules "grant expert witnesses testimonial latitude unavailable to other 

witnesses on the 'assumption that the expert's opinion will have a reliable basis in the knowledge and experience of 

his discipline.' " Id. at 148 (quoting Daubert, 509 U.S. at 592). 

Importantly, the Court in Kumho emphasized again that the Daubert standard is flexible, explaining that (1) the 

Daubert factors do not necessarily apply "to all experts or in every case," id. at 141; (2) that "the law grants a district 

court the same broad latitude when it decides how to determine reliability as it enjoys in respect to its ultimate reliability 

determination," [***82]  id. at 142; (3) that the Daubert factors are not a "definitive checklist or test," id. at 150 (quoting 

Daubert, 509 U.S. at 593); and (4) that the gatekeeping inquiry must be " 'tied to the facts' of a particular 'case,' " ibid. 

(quoting Daubert, 509 U.S. at 591). Thus, a trial court "can neither rule out, nor rule in, for all cases and for all time 

the applicability of the factors mentioned in Daubert . . . . Too much depends upon the particular circumstances of 

the particular case at issue." Ibid. 

                                                 

2525 The Court also acknowledged that other evidence rules pertain in the analysis in addition to Rule 702, including Rules 703 

and 403. Id. at 595. 
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HN17[ ] Ultimately, Kumho underscores that the objective of Daubert's gatekeeping requirement "is to make certain 

that an expert, whether basing testimony upon professional studies or personal experience, employs in the courtroom 

the same level of intellectual rigor that characterizes the practice of an expert in the relevant field." Id. at 152. 

Accordingly, "the trial judge must have considerable leeway in deciding in a particular case how to go about 

determining whether particular expert testimony is reliable." Ibid. 

HN18[ ] Federal Rule of Evidence 702 was amended in 2000 to reflect the Supreme Court's trilogy of cases outlining 

the Daubert standard. See, e.g., Calhoun v. Yamaha Motor Corp., U.S.A., 350 F.3d 316, 320-21, 320 n.8  [*387]  (3d 

Cir. 2003). That rule as currently written provides: 

A witness who is qualified as an expert by knowledge, skill, experience, training, or education may 

testify [***83]  in the form of an opinion or otherwise if: 
(a) the expert's scientific, technical, or other specialized knowledge will help the trier of fact to understand 

the evidence or to determine a fact in issue; 
(b) the testimony is based on sufficient facts or data; 
(c) the testimony is the product of reliable principles and methods; and 
(d) the expert has reliably applied the principles and methods to the facts of the case. 

[Fed. R. Evid. 702.] 

A majority of states have adopted some form of the Daubert standard, either explicitly or implicitly. See, e.g., State v. 

Porter, 241 Conn. 57, 698 A.2d 739, 746 (Conn.  [**588]  1997) (adopting Daubert); M.G. Bancorp. v. Le Beau, 737 

A.2d 513, 522 (Del. 1999) (same); Motorola, Inc. v. Murray, 147 A.3d 751, 756-57 (D.C. 2016) (en banc) (adopting 

Daubert and noting that standard is "widely used"). 

C. 

In 2002, after the Daubert trilogy, we revisited the topic of the trial court's gatekeeping role under our current N.J.R.E. 

702.26 

In Kemp, 174 N.J. 412, 809 A.2d 77, we extended the applicability of Rubanick beyond toxic tort cases. Kemp holds 

that the Rubanick standard for assessing the reliability of proffered expert testimony on scientific evidence should 

apply whenever "a medical cause-effect relationship has not been confirmed by the scientific community but 

compelling evidence nevertheless suggests that such a relationship exists." Id. 174 N.J. at 430, 809 A.2d 77. 

The Kemp decision further holds that a trial court has an independent [***84]  obligation to ensure that plaintiffs have 

sufficient  [*388]  process for defending their evidentiary submissions. The Court explained that, by requiring a pretrial 

Rule 104 evidentiary hearing, the trial court would be able to properly "assess whether the expert's opinion is based 

on scientifically sound reasoning or unsubstantiated personal beliefs couched in scientific terminology." Id. 174 N.J. 

at 427, 809 A.2d 77 (citing Landrigan, 127 N.J. at 414, 605 A.2d 1079). 

We note, in concluding this section, that the Kemp Court observed in 2002 that New Jersey had not amended N.J.R.E. 

702 to include "the three-factor test for the admissibility of expert testimony that is part of the Federal rule as amended 

in response to Daubert." Id. 174 N.J. at 424 n.3, 809 A.2d 77. The Court added that its decision was not intended "to 

incorporate the Daubert factors into N.J.R.E. 702." Ibid. Although the question of whether to incorporate the Daubert 

                                                 

2626 HN19[ ] In 1992, this Court adopted N.J.R.E. 702 to replace Evidence Rule 56(2) and tracked the language of the then-

existing version of Federal Rule of Evidence 702. The Official Comment to N.J.R.E. 702 notes that our Rule followed the then-

existing federal rule verbatim, with a minor language change. 
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factors into N.J.R.E. 702's standard for admissibility, or to otherwise revise N.J.R.E. 702 to incorporate evolving state 

case law on the reliability part of our standard, has arisen from time to time in the Court's interactions with the Supreme 

Court Committee on the Rules of Evidence, no action on such topics has been taken. 

V. 

HN20[ ] We intend by this case to clarify and reinforce the proper role for the trial court as the gatekeeper [***85]  of 

expert witness testimony. Defendants and several amici have good reason to ask for clarification of the judicial 

gatekeeping role to be performed in New Jersey courtrooms. 

When this Court modified the general acceptance standard to adopt a more relaxed approach for causation expert 

testimony in toxic tort litigation, and later for all medical cause-effect expert testimony, it envisioned the trial court's 

function as that of a gatekeeper—deciding what is reliable enough to be admitted and what is to be excluded. Those 

are not credibility determinations that are the province of the jury, but rather legal determinations about the reliability 

of the expert's methodology. We now reinforce  [*389]  the rigor expected of the trial court in that role under our 

existing case law. 

HN21[ ] Charged with determining whether to admit expert testimony, the trial court is responsible for advancing 

the  [**589]  truth-seeking function of our system of justice, while still allowing for new or developing opinions on 

medical causation that may not yet have gained general acceptance. See Rubanick, 125 N.J. at 436-38, 593 A.2d 

733 (discussing commentators' and courts' acknowledgement of areas in medical causation where scientific method 

cannot accommodate general acceptance [***86]  standard). Resolved not to stifle innovation in the tort system in 

such areas, this Court crafted its own broadened approach to the demonstration of reliability for an expert's testimony. 

The trial court is the spigot that allows novel expert testimony in areas of evolving medical causation science, provided 

the proponent of the expert can demonstrate that the expert adheres to scientific norms in distinct ways that we have 

identified. 

HN22[ ] In Rubanick, we said that the court must ensure compliance with the requirement of "some expert 

consensus that the methodology and the underlying data are generally followed by experts in the field." Id. 125 N.J. 

at 450, 593 A.2d 733. In Landrigan, we charged the trial court with the obligation to "distinguish scientifically sound 

reasoning from that of the self-validating expert." 127 N.J. at 414, 605 A.2d 1079. And, in Kemp, we reinforced the 

prohibition against allowing in "unsubstantiated personal beliefs." See 174 N.J. at 427, 809 A.2d 77. 

The gatekeeping role requires care. The process of making such determinations is "complicated," and we knew it 

would be "difficult." Rubanick, 125 N.J. at 449, 593 A.2d 733. The gatekeeping role necessitates examination of a 

methodology espousing a new theory in medical cause-and-effect cases. See id. at 451-53, 593 A.2d 733 

(distinguishing between methodology and credibility [***87]  assessments). Properly exercised, the gatekeeping 

function prevents the jury's exposure to unsound science through the compelling voice of an expert. See State v. 

Cavallo, 88 N.J. 508, 518, 443 A.2d 1020  [*390]  (1982) ("The danger of prejudice through introduction of unreliable 

expert evidence is clear. While juries would not always accord excessive weight to unreliable expert testimony, there 

is substantial danger that they would do so, precisely because the evidence is labeled 'scientific' and 'expert.' "). As 

explained in Landrigan, "the key to admission of the opinion is the validity of the expert's reasoning and methodology." 

127 N.J. at 414, 605 A.2d 1079. 

HN23[ ] Difficult as it may be, the gatekeeping role must be rigorous. In resolving issues of reliability of an expert's 

methodology in a new and evolving area of medical causation, we cautioned that "the trial court should not substitute 

its judgment for that of the relevant scientific community. The court's function is to distinguish scientifically sound 

reasoning from that of the self-validating expert, who uses scientific terminology to present unsubstantiated personal 

beliefs." Ibid. We have repeatedly stressed that the gatekeeper's "critical determination is whether comparable 

experts accept the soundness of the methodology, [***88]  including the reasonableness of relying on [the] type of 
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underlying data and information." Rubanick, 125 N.J. at 451, 593 A.2d 733; see Landrigan, 127 N.J. at 417, 605 A.2d 

1079. 

That said, we can and should have more clear direction to courts on how the gatekeeping function is properly 

performed. Recognizing proper gatekeeping when it is performed provides a discernible pathway for other courts to 

follow. We endeavor to do that with this matter. We add further clarification and assistance to trial courts, concerning 

performance of the gatekeeping role, when reviewing scientific expert testimony involving medical causation issues 

in civil matters, later in this opinion  [**590]  through our adoption of the Daubert factors for permissible use in such 

matters. See, infra, Section VII (op. at 396-400, 191 A.3d at 593-96). 

VI. 

In turning back to the matter before us to consider the trial court's exclusion of plaintiffs' experts' testimony, we begin 

by addressing the appropriate standard of review. 

 
 [*391]  A. 

HN24[ ] A reviewing court must apply an abuse of discretion standard to a trial court's determination, after a full 

Rule 104 hearing, to exclude expert testimony on unreliability grounds. Hisenaj v. Kuehner, 194 N.J. 6, 12, 16, 942 

A.2d 769 (2008). Here, the Appellate Division was persuaded to veer off that standard of review. 

The Appellate Division stated that, although a trial court's [***89]  decision to admit or exclude evidence is subject to 

an abuse of discretion standard, a reviewing court owes "somewhat less deference to a trial court's determination" 

regarding expert testimony. In re Accutane, 451 N.J. Super. at 197, 165 A.3d 832. However, as support for that 

proposition, the panel relied on State v. Torres, which was a criminal case that applied the Frye standard in 

determining the admissibility of expert witness testimony. 183 N.J. 554, 568, 874 A.2d 1084 (2005) (stating that "the 

field of inquiry must be generally accepted such that an expert's testimony would be sufficiently reliable" for expert 

testimony to be admissible); see also State v. J.R., 227 N.J. 393, 410, 152 A.3d 180 (2017) (relying on Torres for 

proposition that appellate court need not be as deferential on admissibility of expert scientific evidence). 

That proposition has, to date, carried weight in the context of a court applying the general acceptance test in a criminal 

matter, see State v. Harvey, 151 N.J. 117, 167-70, 699 A.2d 596 (1997), but it is not appropriate in the context of a 

civil mass tort case, where the trial court has been entrusted with methodology-based review as the gatekeeper of 

expert testimony. Neither Rubanick, nor Landrigan, nor Kemp speaks to any such less-deferential standard, and this 

Court has continued to apply a pure abuse of discretion standard in civil matters concerning [***90]  expert testimony. 

See, e.g., Townsend v. Pierre, 221 N.J. 36, 52-53, 110 A.3d 52 (2015) ("As this Court has noted, 'we apply [a] 

deferential approach to a trial court's decision to admit expert testimony, reviewing it against an abuse of discretion 

standard.' " (alteration  [*392]  in original) (quoting Pomerantz Paper Corp. v. New Cmty. Corp., 207 N.J. 344, 371-

72, 25 A.3d 221 (2011))). 

HN25[ ] We reaffirm that the abuse of discretion standard applies in the appellate review of a trial court's 

determination to admit or deny scientific expert testimony on the basis of unreliability in civil matters. We now apply 

that standard to the determination of the trial court in this matter. 

B. 

HN26[ ] An expert must demonstrate the validity of his or her reasoning. Landrigan, 127 N.J. at 414, 605 A.2d 1079. 

Defendants argued, and presented experts who supported the argument, that plaintiffs' experts failed to meet our 

expert witness standard because they applied a contradictory and selective form of reasoning in which they used 
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certain arguments to discredit the epidemiological evidence, only to abandon those arguments when relying on 

weaker evidence. The trial court essentially agreed with that assessment in conducting a properly performed robust 

analysis of the methodology advanced by plaintiffs' experts. 

 [**591]  The trial court concluded that Dr. Kornbluth failed to persuade it of the soundness of his reasoning [***91]  in 

support of his causation opinion. As his is the only causation opinion proffered, we focus on the court's rejection of 

Dr. Kornbluth's methodology used to support his opinion, particularly the court's reasoning and the bases on which 

the testimony was declared to be unsound. Although Dr. Kornbluth offered the only opinion on causation of plaintiffs' 

two experts, both experts offered interlocking expert testimony, and so our analysis of both is intertwined. The 

following assessments were made by the trial court in reaching its decision to exclude the testimony, and are 

supported by the record in this case. 

Both Doctors Madigan and Kornbluth employed a methodology whereby they disregarded eight of nine 

epidemiological studies and relied on case reports and animal studies to support their opinion. HN27[ ] It is clear 

that case reports are "at the bottom of the  [*393]  evidence hierarchy," Reference Manual at 724, and other courts 

have been skeptical of their value in proving causation, see, e.g., Allison v. McGhan Med. Corp., 184 F.3d 1300, 1316 

(11th Cir. 1999) (holding that district court did not abuse its discretion by "discounting [expert's] reliance on case 

reports in the face of the overwhelming contrary epidemiological evidence presented"); Siharath v. Sandoz Pharms. 

Corp., 131 F. Supp. 2d 1347, 1361 (N.D. Ga. 2001) (commenting, when rejecting experts' [***92]  reliance on case 

reports in the absence of statistically significant epidemiological studies, that generally "[c]ase reports are not reliable 

scientific evidence of causation, because they simply describe[ ] reported phenomena without comparison to the rate 

at which the phenomena occur in the general population or in a defined control group; do not isolate and exclude 

potentially alternative causes; and do not investigate or explain the mechanism of causation." (second alteration in 

original) (quoting Casey v. Ohio Med. Prods., 877 F. Supp. 1380, 1385 (N.D. Cal. 1995))). And while animal studies 

may be helpful in "framing hypotheses," the Reference Manual intimates that such evidence is far less probative in 

the face of a "substantial body of epidemiologic evidence." Id. at 563, 564-65, 564 n.48. Such was the case here; 

initial animal studies may have suggested a possible causal connection between Accutane and Crohn's disease, but 

since that time a uniform body of epidemiological evidence has dispelled any such theory. See Siharath, 131 F. Supp. 

2d at 1366-68 (explaining why court viewed animal studies with suspicion in absence of confirmatory epidemiological 

studies and adding generally that extrapolation to humans is "not considered reliable in the absence of a credible 

scientific explanation of why such extrapolation [***93]  is warranted"). Thus, we do not mean to suggest that animal 

studies and case reports can never be relied upon for forming an opinion on causation, but we find ample support for 

the trial court's determination that it was not proper to do so here in light of the uniform body of epidemiological 

evidence. 

As for the one study on which they did rely—Sivaraman—plaintiffs' experts disagreed with the authors' ultimate 

conclusions  [*394]  and instead focused on unadjusted results. In so doing, plaintiffs' experts dismissed published 

studies examining thousands of subjects as underpowered and biased in favor of relying on portions of a single 

unpublished study that examined 509 total subjects.27 

 [**592]  In explaining their reasoning for disregarding the results of so many epidemiological studies that consistently 

failed to show an association between Accutane and Crohn's disease, plaintiffs' experts asserted that the prodrome 

for Crohn's disease is two years or more. They based that assessment on two smaller studies, Pimentel and Barratt, 

even though there were other larger studies, such as Chouraki, which had found a much shorter median prodromal 

                                                 

2727 The trial court explained that the Sivaraman study appeared only as an abstract in the American Journal of Gastroenterology, 

and a written report detailing the study's findings has never been published. As defendants noted, the study remains unpublished 

today, and it has not been cited in any published opinion other than the present case. 
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period—a median of [***94]  approximately less than one year. Thus, despite their expressed concerns regarding 

study power—which is based in part on the size of the study at issue—in rejecting the epidemiological studies, 

plaintiffs' experts were willing to ignore any such concern when relying on the Pimentel and Barratt studies to form 

their opinion as to the median prodromal period. Moreover, as the trial court observed, plaintiffs' experts could have 

performed a meta-analysis to account for the power issue but refused. 

The many contradictions in the experts' methodology were not lost on the trial court, which concluded that experts in 

the scientific community would not accept as consistent with scientific norms a methodology such as that used by 

plaintiffs' experts. In particular, the court found the methodology unsound because it relied on Sivaraman and 

Pimentel to the exclusion of other evidence. The trustworthiness of plaintiffs' experts' methodology was further 

undermined by internal inconsistencies, including the experts' refusal to examine the Rashtak and Fenerty studies on 

the ground that those studies did not report specific data for  [*395]  Crohn's disease while Dr. Kornbluth tethered his 

own causation [***95]  opinion to case reports not specific to Crohn's disease and to studies performed on animals 

incapable of having any form of irritable bowel disease. 

The trial court reasoned that the overall approach taken by Dr. Kornbluth—rejecting the evidence from the 

epidemiological studies, which all found no causal association, and proffering his own alternative opinion that a causal 

association was present based on lesser forms of evidence—was based on an unsound methodology. That 

conclusion comports with the decisions of many other courts that experts cannot selectively choose lower forms of 

evidence in the face of a large body of uniform epidemiological evidence. See, e.g., In re Lipitor, 892 F.3d 624, 634 

(4th Cir. 2018) ("Result-driven analysis, or cherry-picking, undermines principles of the scientific method and is a 

quintessential example of applying methodologies (valid or otherwise) in an unreliable fashion."); Allison, 184 F.3d at 

1316; Freeman v. Hoffman-La Roche, Inc., 300 Neb. 47, 911 N.W.2d 591, 596-98 (Neb. 2018) (holding that trial court 

did not abuse its discretion in excluding expert testimony where expert employed inconsistent methodology and 

"cherry[-]pick[ed] studies from an overwhelmingly contrary body of literature"). The trial court found it to be 

demonstrably contrary to the recognized hierarchy of evidence in the [***96]  Reference Manual and accepted 

generally in the scientific community. Indeed, even plaintiffs' experts acknowledged the scientific community's 

acceptance of a hierarchy of evidence, but they deviated from it. Moreover, as the court noted and found to be 

compelling, Dr. Kornbluth never submitted his ideas concerning biological mechanism or Accutane's relation to 

Crohn's disease for peer review or publication. In fact, he previously expressed concern, in an e-mail to a colleague 

admitted into the record in this matter, about any connection between Accutane and Crohn's disease  [**593]  after 

the Bernstein study, the first of the epidemiological studies, was published in 2009. 

Finally, it bears noting that Dr. Kornbluth organized his testimony to support his personal view that a causal 

association existed  [*396]  between Accutane and Crohn's disease through use of the Hill guidelines. However, 

those guidelines are invoked only after an association between an agent and a particular disease has been 

determined to be present; their pointed purpose is to determine whether a detected association reflects true causality, 

it is not to create an association that has not already been detected through appropriate [***97]  studies. See 

Reference Manual at 598-99 (explaining that Hill "guidelines are employed only after a study finds an association to 

determine whether that association reflects a true causal relationship"). Here, not one of the epidemiological studies 

found any statistically significant association between Accutane and Crohn's disease. 

In sum, the trial court explained its reasons for concluding that plaintiffs' experts deviated from core scientific principles 

and strayed from their own claimed methodology in order to reach their conclusions. That the trial court deemed their 

testimony to be unreliable and excluded it from being presented is unsurprising. Ample evidence in the record 

supports that conclusion. Applying the abuse of discretion standard and the principles of Rubanick, Landrigan, and 

Kemp, we conclude that the trial court's determination is unassailable. The Appellate Division judgment, reversing 

the trial court's exclusion of the expert testimony, is reversed. 
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VII. 

The divergent outcomes reached by the Appellate Division and the trial court in this matter provoked the debate 

among the parties and amici over whether our case law on the gatekeeping function is in need of clarification. Further, 

we are [***98]  asked to consider adopting the Daubert standard, or to at least incorporate use of its factors, as a 

means to bring greater consistency to the gatekeeping function. 

First, HN28[ ] in respect of the gatekeeping role, we emphasize that we expect the trial court to assess both the 

methodology used by the expert to arrive at an opinion and the underlying data used  [*397]  in the formation of the 

opinion. That will ensure that the expert is adhering to norms accepted by fellow members of the pertinent scientific 

community. Methodology, in all its parts, is the focus of the reliability assessment, not outcome. See Clark v. Safety-

Kleen Corp., 179 N.J. 318, 337, 845 A.2d 587 (2004) ("Rubanick changed the focus of the inquiry from the scientific 

community's acceptance of the substance of the opinion to its acceptance of the methodology and reasoning 

underlying it."). 

It is not for a trial court to bless new "inspired" science theory; the goal is to permit the jury to hear reliable science to 

support the expert opinion. Cf. Rosen v. Ciba-Geigy Corp., 78 F.3d 316, 319 (7th Cir. 1996) ("[T]he courtroom is not 

the place for scientific guesswork, even of the inspired sort."). In this basic goal, there is not much light between our 

standard and that which has developed in the federal sphere under Daubert's initial instruction. Our law 

moved [***99]  first, but in the same direction and with the same general goal as that noted by the Supreme Court in 

its Daubert trilogy. Both lines of initial decisions recognized the drawback of limiting expert testimony exclusively 

through the filter of general acceptance. For this Court, certain areas of law cried out for greater flexibility. For the 

federal courts, a broader reach was extended. 

HN29[ ]  [**594]  Importantly, both our law and the Daubert trilogy are aligned in their general approach to a 

methodology-based test for reliability. Both ask whether an expert's reasoning or methodology underlying the 

testimony is scientifically valid. Daubert, 509 U.S. at 594-95 (explaining that inquiry into expert witness testimony 

requires examination of "scientific validity" of "the principles that underlie a proposed submission" and that court's 

focus "must be solely on principles and methodology"); Rubanick, 125 N.J. at 449, 593 A.2d 733 (holding that scientific 

theory of causation may be found sufficiently reliable where "it is based on a sound, adequately-founded 

methodology"). Moreover, both standards look to whether that reasoning or methodology properly can be applied to 

facts in issue. Daubert, 509 U.S. at 591  [*398]  (explaining that Rule 702 requires that there be proper "fit" between 

expert testimony and facts [***100]  of case and that expert testimony must be sufficiently tied to facts of case in order 

to aid jury in resolving matters at issue (citing United States v. Downing, 753 F.2d 1224, 1242 (3d Cir. 1985))); 

Rubanick, 125 N.J. at 449, 593 A.2d 733 ("The expert must possess a demonstrated professional capability to assess 

the scientific significance of the underlying data and information, to apply the scientific methodology, and to explain 

the bases for the opinion reached." (emphasis added)). 

HN30[ ] Importantly, Daubert identified a non-exhaustive list of factors for courts to consider using, if helpful, when 

it expanded on its test for assessing the reliability of scientific expert testimony. See 509 U.S. at 593-95. Distilled, the 

general factors identified as perhaps pertinent for consideration, but not dispositive or exhaustive, are: 
1) Whether the scientific theory can be, or at any time has been, tested; 
2) Whether the scientific theory has been subjected to peer review and publication, noting that publication is one 

form of peer review but is not a "sine qua non"; 
3) Whether there is any known or potential rate of error and whether there exist any standards for maintaining or 

controlling the technique's operation; and 

4) Whether there does exist a general acceptance in the scientific community about the scientific [***101]  theory. 
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That last consideration—general acceptance in the scientific community—continues to have a bearing because, 

minimally, it permits the identification of a relevant scientific community and facilitates an express determination of a 

particular degree of acceptance within that community, or contrarily permits a technique with minimal support to be 

viewed with skepticism. See id. at 594. 

HN31[ ] We are persuaded that the factors identified originally in Daubert should be incorporated for use by our 

courts. The factors dovetail with the overall goals of our evidential standard and would provide a helpful—but not 

necessary or definitive—guide for our courts to consider when performing their gatekeeper role  [*399]  concerning 

the admission of expert testimony. Several are aimed at achieving the same examination for peer acceptance of a 

methodology (but not the outcome reached from that methodology) described in our earlier opinions. See Landrigan, 

127 N.J. at 417, 605 A.2d 1079; Rubanick, 125 N.J. at 449-50, 593 A.2d 733. 

In adopting use of the Daubert factors, we stop short of declaring ourselves a "Daubert jurisdiction." Like several other 

states, we find the factors useful, but hesitate to embrace the full body of Daubert case law as applied by 

state  [**595]  and federal courts. See, e.g., [***102]  People v. Shreck, 22 P.3d 68, 70 (Colo. 2001) (en banc) 

(abandoning Frye test and holding that trial court "may consider" Daubert factors); McDaniel v. CSX Transp., 955 

S.W.2d 257, 265 (Tenn. 1997) (finding factors useful in determining reliability but not expressly adopting Daubert). 

First, we have already broadened our approach to testing for the reliability of expert testimony for certain areas in civil 

law, see Kemp, 174 N.J. at 430, 809 A.2d 77; but, to date, we retain the general acceptance test for reliability in 

criminal matters, see Harvey, 151 N.J. at 167-70, 699 A.2d 596. Second, there is no monolithic body of case law 

uniformly or even consistently applying Daubert, as others have noted. See, e.g., Motorola, 147 A.3d at 757. We 

hesitate to sweep in adherence to the various approaches taken among the circuits and state jurisdictions when 

applying the Daubert factors. Thus, we do not adopt a "standard" that we cannot fully discern in its application at this 

time. While the factors are helpful, and while individual cases may be persuasive in appropriate settings, we cannot 

ignore that there are discordant views about the gatekeeping role among Daubert jurisdictions. See ibid.; see 

generally David E. Bernstein & Eric G. Lasker, Defending Daubert: It's Time to Amend Federal Rule of Evidence 702, 

57 Wm. & Mary L. Rev. 1, 26-36 (2015). 

HN32[ ] Our view of proper gatekeeping in a methodology-based approach to reliability for expert scientific 

testimony [***103]  requires the proponent to demonstrate that the expert applies his or her scientifically recognized 

methodology in the way that others in the  [*400]  field practice the methodology. When a proponent does not 

demonstrate the soundness of a methodology, both in terms of its approach to reasoning and to its use of data, from 

the perspective of others within the relevant scientific community, the gatekeeper should exclude the proposed expert 

testimony on the basis that it is unreliable. See, e.g., In re Lipitor, 892 F.3d at 634; Lust v. Merrell Dow Pharms., Inc., 

89 F.3d 594, 598 (9th Cir. 1996) (noting that courts should be wary that expert has not faithfully applied methodology 

where expert's conclusions are "anomalous"); In re Rezulin Prods. Liab. Litig., 369 F. Supp. 2d 398, 425 (S.D.N.Y. 

2005) (explaining that courts typically exclude testimony from experts who selectively choose from scientific 

landscape); Freeman, 911 N.W.2d at 596-98. 

Importantly, that approach—namely, to determine whether the scientific community would accept the methodology 

employed by plaintiffs' experts and would use the underlying facts and data as did plaintiffs' experts—was employed 

by the trial court here. We approve of the court's methodological analysis. There was no encroachment on the 

factfinding function here. The trial court did the type of rigorous gatekeeping that is necessary when faced with 

a [***104]  novel theory of causation, particularly one, as here, that flies in the face of consistent findings of no causal 

association as determined by higher levels of scientific proof. 

For all the reasons expressed herein, we conclude that the trial court's exclusion of plaintiffs' experts' testimony was 

well-supported and well-reasoned. There was no abuse of discretion by the trial court in its evidential ruling. 

https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SXV-C2H1-JSJC-X003-00000-00&context=&link=clscc31
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4W-XDR0-003B-R3R6-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VN10-003C-P30G-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VN10-003C-P30G-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VN10-003C-P30G-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VNY0-003C-P44R-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VNY0-003C-P44R-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:42WP-2K90-0039-4093-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:42WP-2K90-0039-4093-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-C7N0-0039-40D2-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-C7N0-0039-40D2-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-C7N0-0039-40D2-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:46JP-T0P0-0039-40WM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3RJN-44V0-0039-42BM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3RJN-44V0-0039-42BM-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5M05-T5C1-F04C-F001-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5M05-T5C1-F04C-F001-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5GYC-2991-FG36-120S-00000-00&context=
https://advance.lexis.com/api/document?collection=analytical-materials&id=urn:contentItem:5HC9-RWD0-00CW-G1BJ-00000-00&context=
https://advance.lexis.com/api/document?collection=analytical-materials&id=urn:contentItem:5HC9-RWD0-00CW-G1BJ-00000-00&context=
https://advance.lexis.com/api/document?collection=analytical-materials&id=urn:contentItem:5HC9-RWD0-00CW-G1BJ-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SXV-C2H1-JSJC-X003-00000-00&context=&link=clscc32
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SJ6-PBY1-JTNR-M24N-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SJ6-PBY1-JTNR-M24N-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-1PR0-006F-M4T4-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-1PR0-006F-M4T4-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S4X-1PR0-006F-M4T4-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4FPJ-FDD0-0038-Y1CK-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4FPJ-FDD0-0038-Y1CK-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:4FPJ-FDD0-0038-Y1CK-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SBW-4C31-FCYK-223D-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5SBW-4C31-FCYK-223D-00000-00&context=


Page 47 of 47 

In re Accutane Litigation 

MICHAEL DONAHUE 

VIII. 

We reverse the judgment of the Appellate Division, which had reversed the trial court's exclusion of plaintiffs' experts' 

testimony. 

CHIEF JUSTICE RABNER and JUSTICES ALBIN, FERNANDEZ-VINA, SOLOMON, and TIMPONE join 

in  [**596]  JUSTICE LaVECCHIA's opinion. JUSTICE PATTERSON did not participate. 

End of Document
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Case Summary 

Overview 

HOLDINGS: [1]-The court held there was no evidence of a clear intention on the part of the New Jersey Legislature 

to deviate from the carefully constructed no-fault first-party PIP system of regulated coverage of contained medical 

expenses and return to fault-based suits consisting solely of economic damages claims for medical expenses in 

excess of an elected lesser amount of available PIP coverage; [2]-The Court held that unless the Legislature made 

such an intent clearly known, it would not assume that such a change was intended; [3]-The Court rejected the lower 

appellate court's interpretation of N.J.S.A. § 39:6A-12 and remanded the matters to the trial courts for entry of 

judgments of dismissal as § 39:6A-12 prohibited plaintiffs from admitting evidence of their medical expenses that 
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exceeded their $15,000 PIP limits. 

Outcome 
Judgment of lower appellate court reversed; matters remanded to trial courts for entry of their respective judgments 

of dismissal. 

LexisNexis® Headnotes 

Governments > Legislation > Interpretation 

Insurance Law > ... > No Fault Coverage > Personal Injury Protection > Medical Benefits 

HN1[ ]  Interpretation 

The Supreme Court of New Jersey cannot conclude that there is evidence of a clear intention on the part of the New 

Jersey Legislature to deviate from the carefully constructed no-fault first-party PIP system of regulated coverage of 

contained medical expenses and return to fault-based suits consisting solely of economic damages claims for medical 

expenses in excess of an elected lesser amount of available PIP coverage. Unless the Legislature makes such an 

intent clearly known, the Court will not assume that such a change was intended by the Legislature through its 

amendments to the no-fault system in the Automobile Insurance Cost Reduction Act (AICRA), L. 1998, c. 21. 

Insurance Law > ... > No Fault Coverage > Personal Injury Protection > Medical Benefits 

HN2[ ]  Medical Benefits 

In the opening findings and declarations section of Automobile Insurance Cost Reduction Act (AICRA), L. 1998, c. 

21, it is the New Jersey Legislature's belief that it is good public policy to provide medical benefits on a first party 

basis, without regard to fault, to persons injured in automobile accidents, but in order to keep premium costs down, 

the cost of the benefit must be offset by a reduction in the cost of other coverages, most notably a restriction on the 

right of persons who have non-permanent or non-serious injuries to sue for pain and suffering. N.J.S.A. § 39:6A-

1.1(b) (1998). 

Governments > Legislation > Interpretation 

HN3[ ]  Interpretation 

A court should not resort to extrinsic interpretative aids when the statutory language is clear and unambiguous, and 

susceptible to only one interpretation. 
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Insurance Law > ... > No Fault Coverage > Personal Injury Protection > Medical Benefits 

HN4[ ]  Medical Benefits 

N.J.S.A. § 39:6A-8(a) limits an injured-insured party from recovering for noneconomic loss unless that person has 

sustained a bodily injury which results in death; dismemberment; significant disfigurement or significant scarring; 

displaced fractures; loss of a fetus; or a permanent injury within a reasonable degree of medical probability, other 

than scarring or disfigurement. 

Governments > Legislation > Interpretation 

HN5[ ]  Interpretation 

If there is ambiguity in the statutory language that leads to more than one plausible interpretation, the court may turn 

to extrinsic evidence. 

Governments > Legislation > Interpretation 

Governments > State & Territorial Governments > Legislatures 

HN6[ ]  Interpretation 

The New Jersey Supreme Court's search is for legislative intent. When interpreting a statute, the Court's overriding 

goal must be to determine the Legislature's intent. 

Governments > Legislation > Interpretation 

Governments > State & Territorial Governments > Legislatures 

HN7[ ]  Interpretation 

As the New Jersey Supreme Court has noted in Roig v. Kelsey, legislative intent controls because statutes are to be 

read sensibly rather than literally and the controlling legislative intent is to be presumed as consonant to reason and 

good discretion. When discerning that legislative intent the court considers not only the particular statute in question, 

but also the entire legislative scheme of which it is a part. 

Insurance Law > Types of Insurance > Motor Vehicle Insurance > Liability Limitations 

Insurance Law > ... > No Fault Coverage > Personal Injury Protection > Medical Benefits 

HN8[ ]  Liability Limitations 

The New Jersey Supreme Court's last opportunity to discuss the limits of medical expense recovery under New 
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Jersey's no-fault insurance system occurred in Roig, and, there, the Court has determined that a plaintiff could not 

recover out-of-pocket costs for PIP deductibles and co-payments in a negligence suit. In coming to that conclusion, 

the Court recognizes that the history of the no-fault statute was a series of trade-offs. At its inception, drivers received 

payment of medical expenses, regardless of fault, in exchange for either a limitation on or the elimination of 

conventional tort-based personal-injury lawsuits. Subsequently, the New Jersey Legislature has introduced the option 

for PIP deductibles -- another trade-off reducing the cost of automobile insurance by shifting some of the rising 

medical-expense costs to alternative forms of health insurance. In that same amendment, the Legislature has added 

a Tort Limitation Option where once again, motorists were presented with another trade-off option: lower premiums 

in exchange for increased tort thresholds. 

Governments > Legislation > Interpretation 

Governments > State & Territorial Governments > Legislatures 

HN9[ ]  Interpretation 

As in Roig, the New Jersey Supreme Court's interpretative task must be guided by the principle that legislative intent 

controls and the court must read statutes sensibly with the controlling legislative intent  to be presumed as consonant 

to reason and good discretion. In addition to the provision in question, the court also considers the overall legislative 

scheme. 

Syllabus 

This syllabus is not part of the opinion of the Court. It has been prepared by the Office of the Clerk for the convenience 

of the reader. It has been neither reviewed nor approved by the Court. In the interest of brevity, portions of an opinion 

may not have been summarized. 

Joshua Haines v. Jacob W. Taft (A-13/14-17) (079600) 

Argued October 22, 2018 -- Decided March 26, 2019 

LaVECCHIA, J., writing for the Court. 

In this consolidated appeal, the Court considers one question of law: Did the Legislature intend to deviate from its 

highly regulated no-fault system of first-party self-insurance to cover medical expenses arising from automobile 

accidents when it amended the statutory scheme to allow an insured to elect smaller amounts of personal injury 

protection (PIP) under a standard policy? 

Each plaintiff in this appeal was injured in a car accident. Each was insured under a standard policy with insurance 

that provided for $15,000 in PIP coverage instead of the default amount of $250,000. Neither plaintiff was able to 

sustain a claim for bodily injury (noneconomic loss) due to each policy's limitation-on-lawsuit [*2]  option. Each was 

suing for outstanding medical provider charges in excess of their elected PIP coverage ($28,000 and $10,000, 

respectively). 

Each plaintiff filed a personal injury claim, and each defendant moved to preclude plaintiff from presenting evidence 

of medical expenses that exceeded their $15,000 PIP limits. Defendants relied on N.J.S.A. 39:6A-12 (Section 12), 

https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5VRC-J7V1-JGPY-X2WR-00000-00&context=&link=LNHNREFclscc9
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which addresses the inadmissibility of evidence of losses collectible under personal injury protection, and Roig v. 

Kelsey, 135 N.J. 500, 641 A.2d 248 (1994). In Roig, the Court held that the public policies underlying the no-fault 

system required that Section 12 be construed to prohibit injured parties from recovering medical deductibles and 

copayments from a tortfeasor. 135 N.J. at 513, 515, 641 A.2d 248. 

In opposition to the motion, plaintiff Joshua Haines maintained that medical bills exceeding PIP coverage constitute 

"economic loss" as that term presently is defined in N.J.S.A. 39:6A-2(k) and that evidence of such medical bills should 

thus be admissible. Similarly, plaintiff Tuwona Little distinguished the present case from Roig, stating that, in 

amending the definition of economic loss to include "medical expenses" after Roig, the Legislature "clearly evinced 

its intention to allow recovery [in tort] for medical expenses." 

The trial courts ruled against [*3]  plaintiffs in each matter and prohibited plaintiffs from admitting evidence of their 

medical expenses that exceeded their $15,000 PIP limits. The Appellate Division consolidated the cases on appeal, 

and, in a published opinion, reversed both trial court orders. 450 N.J. Super. 295, 309-10, 162 A.3d 296 (App. Div. 

2017). The Court granted defendants' petitions for certification. 231 N.J. 179, 173 A.3d 598 (2017); 231 N.J. 155, 172 

A.3d 1090 (2017). 

HELD: The Court cannot conclude that there is evidence of a clear intention on the part of the Legislature to deviate 

from the carefully constructed no-fault first-party PIP system of regulated coverage of contained medical expenses 

and return to fault-based suits consisting solely of economic damages claims for medical expenses in excess of an 

elected lesser amount of available PIP coverage. Unless the Legislature makes such an intent clearly known, the 

Court will not assume that such a change was intended by the Legislature through its amendments to the no-fault 

system in the Automobile Insurance Cost Reduction Act. 

1. Section 12 addresses evidence that is admissible or not in a claim for bodily injury. Despite the provision's narrow 

focus on evidentiary matters in trials for noneconomic losses, plaintiffs construe the third paragraph's language -- 

"Nothing in this section [*4]  shall be construed to limit the right of recovery, against the tortfeasor, of uncompensated 

economic loss sustained by the injured party" -- in concert with the present definition of "economic loss" in N.J.S.A. 

39:6A-2(k), to give rise to a stand-alone right to pursue a third-party liability claim against a tortfeasor exclusively for 

uncompensated economic loss of medical benefits not covered due to having a lesser amount of PIP coverage. 

Section 12 does not unmistakably compel plaintiffs' interpretation. Indeed, one can envision an equally plausible 

construction that such uncompensated economic losses may be recovered from the tortfeasor within the context of a 

viable suit for bodily injury. In light of the ambiguity within Section 12 and due to the consequences that would flow 

from interpreting that section in line with plaintiffs' construction and as the appellate panel did, the Court examines 

the question in light of the historical development of New Jersey's no-fault law. (pp. 11-17) 

2. The history of no-fault insurance is one of changing priorities, shifting from full coverage to cost containment. The 

Court summarizes the law's historical evolution. (pp. 18-23) 

3. Against that backdrop came the most recent amendments [*5]  to the insurance law provisions that are at the heart 

of the instant case, accomplished through the Automobile Insurance Cost Reduction Act (AICRA). L. 1998, c. 21. The 

Legislature declared in AICRA's opening section that its goals were "to preserve the no-fault system, while at the 

same time reducing unnecessary costs which drive premiums higher." N.J.S.A. 39:6A-1.1(b) (1998). AICRA changed 

the arbitration process used for benefit disputes, established bases for determining whether treatments and diagnostic 

tests are medically necessary, revised the threshold for suits for noneconomic loss, and created insurance options 

with decreased coverage in exchange for lower premiums. Some provisions indicate that the Legislature was 

concerned that people might be subject to the lower PIP coverage limits without making the conscious decision to do 

so -- a concern that would seem overblown if a private cause of action remained to recover any medical costs above 

the selected PIP ceiling. (pp. 23-26) 

https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:3S3J-VHC0-003C-P4HX-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004S-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004S-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5NP1-7D21-F04H-W00J-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:5NP1-7D21-F04H-W00J-00000-00&context=
https://advance.lexis.com/api/document?collection=cases&id=urn:contentItem:8PBK-S192-8T3T-F2M0-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004S-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004S-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004S-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-005M-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004P-00000-00&context=
https://advance.lexis.com/api/document?collection=statutes-legislation&id=urn:contentItem:5F0Y-C611-6F13-004P-00000-00&context=


Page 7 of 24 

Haines v. Taft 

 

 MICHAEL DONAHUE  

 

4. AICRA's regulatory scheme ensured that benefits were paid according to their medical necessity, keeping 

premiums at a manageable level, while preventing such claims from inundating the court system. AICRA also 

established [*6]  new procedures and assigned considerable resources to combat fraud in the delivery of medical 

benefits. (pp. 26-27) 

5. AICRA's legislative history demonstrates that there was a legislative awareness of the possibility of creating a gap 

in medical coverage should PIP coverage be lowered, which presumes the absence of other forms of reimbursement, 

such as suits in tort, to fill that gap. (pp. 28-29) 

6. Interpreting Section 12 to allow the admission of evidence of medical expenses falling between the insured's PIP 

policy limit and the presumptive PIP amount of $250,000 transgresses the overall legislative design of the No-Fault 

Law to "reduc[e] court congestion[,] . . . lower[] the cost of automobile insurance[,]" and most importantly, avoid fault-

based suits in a no-fault system, as acknowledged in Roig. 135 N.J. at 516, 641 A.2d 248. Efforts to subject medical 

costs to careful review and control through AICRA's extensive regulatory programs and, to a lesser degree, its fraud 

prevention methods, would be undercut by the ability of a third party to sue for medical expenses above their PIP 

policy coverage limit but below the presumptive amount of $250,000. Those suits would commandeer the judicial 

resources that the arbitration system [*7]  was enacted to preserve. The result of plaintiffs' reading of AICRA could 

allow the unintended -- and, one could assert, absurd -- consequence whereby someone who chooses a lower PIP 

coverage option could receive a higher overall reimbursement. The Court cannot envision that the Legislature 

countenanced such results. Under the No-Fault Law, the ability to sue is the exception, not the rule. The Legislature 

has determined that the benefits of creating limited but automatic medical reimbursement for injured motor-vehicle-

accident victims outweigh the ability of a minority of injured parties to recover larger amounts in tort. (pp. 30-33) 

7. Accordingly, the Court concludes that the Appellate Division judgment must be reversed. The interpretation given 

to Section 12 by the panel must, in the Court's view, abide a time when the Legislature has more clearly indicated its 

intention. Without greater clarity of statutory language, any other reading of AICRA results in too large of a shift from 

the historical priorities and purposes of the statute. (pp. 33-34) 

The judgment of the Appellate Division is REVERSED and the matters are REMANDED to the trial courts for 

entry of their respective judgments of dismissal [*8] . 

JUSTICE ALBIN, dissenting, expresses the view that N.J.S.A. 39:6A-12 is intended to prevent a double recovery of 

damages, not to deny an automobile accident victim a just recovery of damages, and that the majority's interpretation 

is at odds with the plain wording of N.J.S.A. 39:6A-12, the legislative history of the No Fault Act, and public policy. 

Justice Albin expresses concern that the Court's opinion will have a catastrophic impact on the right of low-income 

automobile accident victims to recover their medical costs from the wrongdoers who cause their injuries and stresses 

that the Legislature can make clear that today's decision is not what it meant or ever envisioned. 

Counsel: Michael J. Marone argued the cause for appellants Jacob W. Taft, Bonnie L. Taft, and Jayne Nishimura 

(McElroy, Deutsch, Mulvaney & Carpenter, attorneys; Michael J. Marone, of counsel and on the briefs, and Eric G. 

Siegel, on the briefs). 

Vincent A. Campo argued the cause for respondent Joshua Haines (Malamut & Associates, attorneys; Vincent A. 

Campo, on the brief). 

Jeffrey M. Thiel argued the cause for respondent Tuwona Little (Petrillo & Goldberg, attorneys; Jeffrey M. Thiel, on 

the brief). 

Susan Stryker argued the cause for amici curiae Insurance [*9]  Council of New Jersey and The Property Casualty 

Insurers Association of America (Bressler, Amery & Ross, attorneys; Susan Stryker, of counsel and on the brief). 
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Stephen J. Foley, Jr., argued the cause for amicus curiae New Jersey Defense Association (Campbell, Foley, 

Delano & Adams, attorneys; Stephen J. Foley, Jr., on the brief). 

Kenneth G. Andres, Jr., argued the cause for amicus curiae New Jersey Association for Justice (Andres & Berger, 

attorneys; Kenneth G. Andres, Jr., of counsel and on the brief, and Tommie Ann Gibney, on the brief). 

Judges: JUSTICE LaVECCHIA delivered the opinion of the Court. CHIEF JUSTICE RABNER and JUSTICE 

SOLOMON join in JUSTICE LaVECCHIA's opinion. JUSTICE ALBIN filed a dissenting opinion, in which JUDGE 

FUENTES (temporarily assigned) joins. JUSTICES PATTERSON, FERNANDEZ-VINA, and TIMPONE did not 

participate. 

Opinion by: LaVECCHIA 

Opinion 

 

 

JUSTICE LaVECCHIA delivered the opinion of the Court. 

In this consolidated appeal, we consider one question of law: Did the Legislature intend to deviate from its highly 

regulated no-fault system of first-party self-insurance to cover medical expenses arising from automobile accidents 

when it amended the statutory scheme to allow an insured to elect smaller [*10]  amounts of personal injury protection 

(PIP) under a standard policy? 

Each plaintiff in this appeal was injured in a car accident. Each was insured under a standard policy with insurance 

that provided for $15,000 in PIP coverage instead of the default amount of $250,000. Neither plaintiff was able to 

sustain a claim for bodily injury (noneconomic loss) due to each policy's limitation-on-lawsuit option. Each was suing 

for outstanding medical provider charges in excess of their elected PIP coverage ($28,000 and $10,000, respectively). 

The trial court record reveals that the outstanding provider charges had not been subjected to the cost containment 

requirements under the PIP regulatory scheme. 

The Appellate Division concluded that plaintiffs could introduce evidence of their outstanding medical bills in excess 

of the elected PIP policy coverage in support of fault-based claims for economic damages against their respective 

tortfeasors. 

For the reasons that follow, we reverse. HN1[ ] We cannot conclude that there is evidence of a clear intention on 

the part of the Legislature to deviate from the carefully constructed no-fault first-party PIP system of regulated 

coverage of contained medical expenses [*11]  and return to fault-based suits consisting solely of economic damages 

claims for medical expenses in excess of an elected lesser amount of available PIP coverage. Unless the Legislature 

makes such an intent clearly known, we will not assume that such a change was intended by the Legislature through 

its amendments to the no-fault system in the Automobile Insurance Cost Reduction Act (AICRA). 

Indeed, HN2[ ] in the opening findings and declarations section of AICRA, it was the Legislature's belief that "it is 

good public policy to provide medical benefits on a first party basis, without regard to fault, to persons injured in 

automobile accidents," but "in order to keep premium costs down, the cost of the benefit must be offset by a reduction 

in the cost of other coverages, most notably a restriction on the right of persons who have non-permanent or non-

serious injuries to sue for pain and suffering." N.J.S.A. 39:6A-1.1(b) (1998). Upon consideration of the coordinated 

amendments accomplished through AICRA to tighten up medical utilization, contain insurance costs, and make first-

party no-fault insurance coverage more affordable and available, we find the Appellate Division's conclusion counter-

intuitive and look for [*12]  greater guidance from the Legislative Branch. 
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I. 

On October 19, 2011, plaintiff Joshua Haines was in an automobile accident. While driving his father's car, he was 

struck by a car driven by defendant Jacob W. Taft.1 Not having any health insurance, Haines sought coverage for 

medical treatment for his injuries under the PIP plan in his father's standard automobile insurance policy. The PIP 

plan provided for $15,000 of coverage -- the minimum amount permitted under N.J.S.A. 39:6A-4.3(e). Haines 

exhausted the PIP coverage. He claims to have approximately $28,000 in outstanding medical claims that providers 

are seeking from him. The record before the motion court reveals that Haines' counsel represented that the majority 

of the $28,000 in costs were not subjected to applicable PIP fee schedules but rather are based on the full amount 

billed by the providers. 

On September 13, 2016, the motor vehicle driven by plaintiff Tuwona Little was rear-ended by defendant Jayne 

Nishimura's vehicle. Little also was insured under a standard insurance policy that provided $15,000 in PIP coverage. 

She sought treatment for the personal injuries she sustained in the accident. Like Haines, Little eventually exhausted 

her PIP coverage. [*13]  She claims that she has $10,488 in unpaid medical expenses. Similar to the record in Haines, 

the record considered by the motion court indicated that the individual medical expenses had not been subjected to 

any detailed review to determine if they were "reasonable and necessary," and the court did not deem it essential to 

resolve that factual matter before proceeding with the legal question before it. 

Each plaintiff filed a personal injury claim against the respective defendant-driver and requested a jury trial. Each 

defendant filed a pre-trial motion to preclude plaintiff from presenting evidence of medical expenses that exceeded 

the $15,000 PIP limits. Defendants relied on N.J.S.A. 39:6A-12 (Section 12), which addresses the inadmissibility of 

evidence of losses collectible under personal injury protection, and Roig v. Kelsey, 135 N.J. 500, 641 A.2d 248 (1994). 

In Roig, our Court reasoned that the public policies underlying the no-fault system required that we construe Section 

12 to prohibit injured parties from recovering medical deductibles and copayments from a tortfeasor. 135 N.J. at 513, 

515, 641 A.2d 248. 

In opposition to the motion, Haines maintained that medical bills exceeding PIP coverage constitute "economic loss" 

as that term presently is defined in N.J.S.A. 39:6A-2(k) and that evidence of such medical bills [*14]  should thus be 

admissible at trial. Similarly, Little distinguished the present case, stating that, in amending the definition of economic 

loss to include a reference to "medical expenses" after the Roig decision, the Legislature "clearly evinced its intention 

to allow recovery [in tort] for medical expenses." 

The trial courts ruled against plaintiffs in each matter and prohibited plaintiffs from admitting evidence of their medical 

expenses that exceeded their $15,000 PIP limits. In Little's case, the trial court reasoned that "under the AICRA, the 

Legislature did not intend to have ancillary litigation or to have litigation over medical bills not covered by the PIP 

limits that [Little] selected." In Haines's case, the trial court reasoned that a person who chooses a $15,000 PIP plan 

should not be allowed to recover in excess of that amount because he or she has made an affirmative decision to 

buy less insurance for less money. The court concluded that the purpose of the no-fault system is to keep premiums 

lower by allowing insureds to buy smaller policies, and a necessary component of that goal, as discussed in Roig, is 

eliminating litigation over claims for medical expenses exceeding [*15]  an insured's PIP limit. 

The Appellate Division consolidated the cases on appeal, and, in a published opinion, reversed both trial court orders. 

Haines v. Taft, 450 N.J. Super. 295, 309-10, 162 A.3d 296 (App. Div. 2017). 

The panel found persuasive plaintiffs' argument in favor of a plain-language approach to N.J.S.A. 39:6A-12 and also 

                                                 

11 Bonnie L. Taft, Jacob's wife, is also a defendant in this matter because she was the vehicle's owner at the time of the accident. 
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agreed that allowing recovery of uncompensated medical expenses is not contrary to the statute's principal goal of 

avoiding double recovery of medical expenses by plaintiffs. Id. at 302, 307, 162 A.3d 296. 

Examining N.J.S.A. 39:6A-12 and the statutory provisions referred to therein, the Appellate Division concluded that 

"amounts collectible or paid under a standard automobile insurance policy" did not "refer[] solely to the maximum PIP 

coverage, or $250,000, that is potentially available in a standard policy." Id. at 302, 162 A.3d 296. The panel reasoned 

that "because the statutory language expressly allows varying levels of PIP benefits paid or collectible under a 

standard policy," ibid. (citing N.J.S.A. 39:6A-4.3(e)), Haines and Little were barred from admitting evidence of medical 

expenses up to their $15,000 PIP policy limit. The panel concluded, however, that evidence of their medical expenses 

between $15,000 and $250,000 was not barred by Section 12 and therefore was "admissible and recoverable against 

the tortfeasors." Id. at 303, 162 A.3d 296. 

The panel declined [*16]  to accept defendants' position that the policies underlying AICRA necessitated the exclusion 

of recovery for medical expenses between $15,000 and $250,000. Id. at 306-07, 162 A.3d 296. Similarly, the panel 

was unpersuaded that allowing admission of medical expenses above an insured's PIP policy limit, but below the 

$250,000 PIP limit, would insert a fault-based aspect into a no-fault system even though a plaintiff would have to first 

prove that the defendant was at fault for their injuries before he or she would be entitled to recovery. Ibid. 

The panel did not find that our Court's earlier decision in Roig precluded its result because, in the panel's view, Roig 

did not "bar an injured insured from recovering any medical bills in excess of an insured's PIP limits." Id. at 305, 162 

A.3d 296. In reaching that conclusion, the panel noted that it was "significant" that "Section 12 remained intact even 

after the Legislature expanded the definition of 'economic loss' in 1998 to include uncompensated medical expenses." 

Id. at 306, 162 A.3d 296; see also id. at 308-09, 162 A.3d 296. And the panel highlighted that, in Roig, the Court 

recognized a legislative intent "to bar the recovery of minor expenses." Id. at 306-07, 162 A.3d 296. In a footnote, the 

panel observed that although the Roig decision never defined a "minor" medical expense, [*17]  the Roig Court did 

highlight a quotation from Governor Cahill's First Annual Message, which noted that "minor automobile negligence 

case[s]" are those that "result[] in a judgment of settlement under $3000." Id. at 306 n.5, 162 A.3d 296 (quoting Roig, 

135 N.J at 510, 641 A.2d 248). 

Ultimately, the panel reasoned that "copayments and deductibles are insufficiently analogous to the kind of expenses 

at issue here," referring to Haines and Little's outstanding medical expenses as "hardly minor." Id. at 307, 162 A.3d 

296. Quoting an earlier published trial court decision, the panel noted that, unlike copayments and deductibles, the 

severity of an accident victim's injuries and the resultant medical expenses cannot be anticipated and "AICRA is 

devoid of any legislative intent to have insureds bargain for potentially bankrupting medical bills, in exchange for lower 

premiums." Ibid. (quoting Wise v. Marienski, 425 N.J. Super. 110, 124-25, 39 A.3d 947 (Law Div. 2011)). 

Ultimately, the panel crafted an exception to its interpretation and application of N.J.S.A. 39:6A-12 by noting that there 

may be instances in which medical expenses at issue may minimally exceed a plaintiff's PIP policy limits and that 

arguably under those circumstances they might be considered minor and, thus, unrecoverable. Id. at 310, 162 A.3d 

296. The panel ultimately left the issue of what constitutes minor expenses unanswered, [*18]  but made clear its 

view that Haines' and Little's unpaid medical bills were not minor. Ibid. 

We granted defendants' petitions for certification. 231 N.J. 179, 173 A.3d 598 (2017); 231 N.J. 155, 172 A.3d 1090 

(2017). We also granted amicus curiae status to the New Jersey Association for Justice (NJAJ). The Insurance 

Council of New Jersey (ICNJ), the Property Casualty Insurers Association of America (PCI), and the New Jersey 

Defense Association (NJDA), who participated before the Appellate Division, also served as amici before this Court. 

Our analysis of this matter incorporates their arguments, along with those of the parties. 

II. 
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Plaintiffs, as well as their supporting amici, focus on certain language in N.J.S.A. 39:6A-12. That statute provides in 

full: 

Except as may be required in an action brought pursuant to section 20 of L. 1983, c. 362 ([N.J.S.A.] 39:6A-9.1), 

evidence of the amounts collectible or paid under a standard automobile insurance policy pursuant to sections 4 

and 10 of L. 1972, c. 70 ([N.J.S.A.] 39:6A-4 and 39:6A-10), amounts collectible or paid for medical expense 

benefits under a basic automobile insurance policy pursuant to section 4 of L. 1998, c. 21 ([N.J.S.A.] 39:6A-3.1) 

and amounts collectible or paid for benefits under a special automobile insurance policy pursuant to  [*19] section 

45 of L. 2003, c. 89 ([N.J.S.A.] 39:6A-3.3), to an injured person, including the amounts of any deductibles, 

copayments or exclusions, including exclusions pursuant to subsection d. of section 13 of L. 1983, c. 362 

([N.J.S.A. 39:6A-4.3), otherwise compensated is inadmissible in a civil action for recovery of damages for bodily 

injury by such injured person. 

The court shall instruct the jury that, in arriving at a verdict as to the amount of the damages for noneconomic 

loss to be recovered by the injured person, the jury shall not speculate as to the amount of the medical expense 

benefits paid or payable by an automobile insurer under personal injury protection coverage payable under a 

standard automobile insurance policy pursuant to sections 4 and 10 of L. 1972, c. 70 ([N.J.S.A.] 39:6A-4 and 

39:6A-10), medical expense benefits under a basic automobile insurance policy pursuant to section 4 of L. 1998, 

c. 21 ([N.J.S.A.] 39:6A-3.1) or benefits under a special automobile insurance policy pursuant to section 45 of L. 

2003, c. 89 ([N.J.S.A.] 39:6A-3.3) to the injured person, nor shall they speculate as to the amount of benefits 

paid or payable by a health insurer, health maintenance organization or governmental agency under subsection 

d. of section 13 of L. 1983, c. 362 ([N.J.S.A.] 39:6A-4.3). 

Nothing in this section shall be construed to limit the right of recovery, against the tortfeasor, of uncompensated 

economic loss sustained by the injured party. 

[N.J.S.A. 39:6A-12 (emphases added).] [*20]  

Reading that statute's closing language in concert with the present definition of "economic loss" in N.J.S.A. 39:6A-

2(k) ("uncompensated loss of income or property, or other uncompensated expenses, including, but not limited to, 

medical expenses"), those advocates claim, in essence, that there is no need to go beyond a plain-language analysis 

of Section 12. See DiProspero v. Penn, 183 N.J. 477, 492, 874 A.2d 1039 (2005) HN3[ ] ("A court should not 'resort 

to extrinsic interpretative aids' when 'the statutory language is clear and unambiguous, and susceptible to only one 

interpretation.'" (quoting Lozano v. Frank DeLuca Const., 178 N.J. 513, 522, 842 A.2d 156 (2004))). That approach, 

they assert, controls the statutory construction issue here and compels the conclusion reached by the appellate panel. 

Although plaintiffs' argument is no doubt a plausible interpretation, we cannot agree that the language of this provision 

is as clear as is contended. An inherent tension appears to exist between Section 12 and its final reference to 

uncompensated economic loss. 

At the outset, one must recognize that Section 12 addresses evidence that is admissible or not in a claim for bodily 

injury. The first paragraph sets that stage for the section. And, as is universally understood, authorization to bring 

claims for bodily injury under our regulated system of motor vehicle insurance [*21]  law is heavily circumscribed. 

Indeed, in this matter, both plaintiffs had the limitation-on-lawsuit option controlling their ability to bring a claim for 

bodily injury and neither could exceed the necessary threshold. So, we are considering this issue in the context of a 

stand-alone claim to be able to sue for only uncompensated medical expenses in a case where the limitation-on-
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lawsuit policy option prevented a claim for bodily injury.2 

Even though there is no bodily injury claim here, plaintiffs advance their plain-language argument notwithstanding the 

following structure to the substance of Section 12. Section 12's opening paragraph limits the admissibility of 

"collectible or paid" PIP or medical expense evidence in civil claims for recovery of bodily injury by injured persons. 

The section's second paragraph commands the trial court to instruct the jury against speculating about the amounts 

paid or payable by an insurer for PIP or medical expense benefits when calculating noneconomic loss for a bodily 

injury claim. Despite the provision's narrow focus on evidentiary matters in trials for noneconomic losses, plaintiffs 

construe the third paragraph's language to give rise to a stand-alone right to pursue [*22]  a third-party liability claim 

against a tortfeasor exclusively for uncompensated economic loss of medical benefits not covered due to having a 

lesser amount of PIP coverage. 

We cannot agree that there is an unambiguous "plain-language" reading to be gleaned from Section 12 that, even 

with the related definition of economic loss,3 supports plaintiffs' preferred interpretation. Section 12 does not 

unmistakably compel plaintiffs' interpretation. Nor is the reasoning so overwhelmingly persuasive that a reviewing 

court must be precluded from any examination of the overall legislative scheme, its history, purpose, and intent when 

assessing the merit of the conclusion that plaintiffs assert. DiProspero, 183 N.J. at 492-93, 874 A.2d 1039 HN5[ ] 

("[I]f there is ambiguity in the statutory language that leads to more than one plausible interpretation, we may turn to 

extrinsic evidence . . . ."). Indeed, one can envision an equally plausible construction, from the intertwined thrust and 

sense of this section overall and its three component paragraphs, that such uncompensated economic losses may 

be recovered from the tortfeasor within the context of a viable suit for bodily injury. 

Defendants and their supporting amici make powerful arguments that the interpretative [*23]  question posed by 

plaintiffs' claims in these matters requires consideration of whether it is at odds with the overall intent of the legislative 

scheme for no-fault insurance. Indeed, as amici ICNJ and PCI dramatically asserted in their briefing filed in this 

appeal, the Appellate Division "decision blows open the black hole of automobile tort litigation New Jersey's 

Legislature so carefully sought to close over the past four decades." It is asserted that the panel's interpretation of 

N.J.S.A. 39A:6A-12 will lead to a new statutory scheme at odds with the policies underlying the no-fault system 

because it relieves insureds of the intended consequence of minimizing coverage in exchange for less money and 

thereby creates a fault-based system. That fault-based system will require "full-blown trial[s] with expert medical 

testimony" where plaintiffs will bear the burden of establishing defendant liability and will have to show that their 

medical treatment and expenses were reasonable and necessary. ICNJ and PCI further argue that the Appellate 

Division's decision not only will increase the overall volume of litigation but will also "creat[e] an additional level of 

complexity by requiring a case-by-case, [*24]  subjective analysis of what constitutes 'minor' uncompensated medical 

expenses in each case." 

Defendants and related amici argue that the statute prohibits admission of "amounts collectible or paid" under a 

standard, basic, or special automobile insurance policy. But, they maintain, nowhere in the statute is the term 

"collectible," as it is used in that phrase, defined. Indeed, defendants and related amici contend that the "amounts 

collectible" refers to $250,000 rather than the insured's policy limit because $250,000 is the amount of PIP coverage 

                                                 

22 HN4[ ] N.J.S.A. 39:6A-8(a) limits an injured-insured party from recovering for noneconomic loss "unless that person has 

sustained a bodily injury which results in death; dismemberment; significant disfigurement or significant scarring; displaced 

fractures; loss of a fetus; or a permanent injury within a reasonable degree of medical probability, other than scarring or 

disfigurement." 

33 In 1998, the Legislature amended the definition of "economic loss" in N.J.S.A. 39:6A-2(k) to include uncompensated medical 

expenses. L. 1998, c. 21, § 2. 
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available to every consumer; plaintiffs, on the other hand, contend that "amounts collectible" refers to the insured's 

policy limit because that is the amount that the insured consumer may collect. 

In light of the latent tension and ambiguity within Section 12 and, further, due to the consequences that would flow 

from interpreting that section in line with plaintiffs' construction and as the appellate panel did, we would be remiss 

not to examine the question before us in light of the historical development of New Jersey's no-fault law. HN6[ ] Our 

search is for legislative intent. Frugis v. Bracigliano, 177 N.J. 250, 280, 827 A.2d 1040 (2003) ("[W]hen interpreting a 

statute, our overriding goal must be to determine the [*25]  Legislature's intent." (quoting Cornblatt, P.A. v. Barow, 

153 N.J. 218, 231, 708 A.2d 401 (1998))). In this matter, we find it necessary to examine all the aids we can muster 

in our effort to discern that intent and give it effect. 

III. 

A. 

HN7[ ] As our Court noted in Roig v. Kelsey, legislative intent controls because "statutes are to be read sensibly 

rather than literally and the controlling legislative intent is to be presumed as consonant to reason and good 

discretion." 135 N.J. at 515, 641 A.2d 248 (quoting State v. State Troopers Fraternal Ass'n, 134 N.J. 393, 418, 634 

A.2d 478 (1993) (internal quotation marks omitted)). When "discerning that [legislative] intent we consider not only 

the particular statute in question, but also the entire legislative scheme of which it is a part." Ibid. (alteration in original) 

(quoting Kimmelman v. Henkels & McCoy, Inc., 108 N.J. 123, 129, 527 A.2d 1368 (1987)). 

HN8[ ] This Court's last opportunity to discuss the limits of medical expense recovery under New Jersey's no-fault 

insurance system occurred in Roig, and, there, we determined that a plaintiff could not recover out-of-pocket costs 

for PIP deductibles and co-payments in a negligence suit. Id. at 501, 641 A.2d 248. In coming to that conclusion, the 

Court recognized that the history of the no-fault statute was a series of "trade-off[s]." Id. at 502-07, 641 A.2d 248. At 

its inception, drivers received "payment of medical expenses, regardless of fault," in exchange "for 'either a limitation 

on or the [*26]  elimination of conventional tort-based personal-injury lawsuits.'" Id. at 503, 641 A.2d 248 (quoting 

Oswin v. Shaw, 129 N.J. 290, 295, 609 A.2d 415 (1992)). Subsequently, the Legislature introduced the option for PIP 

deductibles -- another trade-off "reduc[ing] the cost of automobile insurance by shifting some of the rising medical-

expense costs to alternative forms of health insurance." Id. at 504-05, 641 A.2d 248. In that same amendment, the 

Legislature added a "Tort Limitation Option" where "[o]nce again, motorists were presented with another trade-off 

option: lower premiums in exchange for increased tort thresholds." Id. at 505, 641 A.2d 248. 

The entire history of no-fault insurance is one of changing priorities, shifting from full coverage to cost containment. 

We find that those priorities inform our consideration of the statutory scheme as it exists today, and we therefore 

summarize the law's historical evolution. 

B. 

The no-fault system was first enacted as part of the New Jersey Automobile Reparation Reform Act ("No-Fault Law"). 

L. 1972, c. 70. The recommendation to adopt a no-fault system came from the Automobile Insurance Study 

Commission, and was received favorably by Governor William Cahill. Governor William T. Cahill, Second Annual 

Message 55 (Jan. 11, 1972). He believed that the proposed system would [*27]  "result in the motoring public's 

securing protection at a lesser cost, expediting the relief of the accident victim . . . and yet preserv[e] that victim's right 

to full and adequate compensation." Ibid. Additionally, he believed a no-fault system would bring about a "reduction 

in insurance premiums" and a "reduction of the present court backlog." Id. at 56. 

Effective as of 1973, the No-Fault Law required insurance companies to provide insureds unlimited medical expense 

benefits without regard to fault. N.J.S.A. 39:6A-4 (1973). As a trade-off, the law limited the right to sue for pain and 

suffering, requiring parties to have over $200 in medical expenses before they would have standing for a negligence 
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suit. N.J.S.A. 39:6A-8 (1973). The legislation was openly intended to provide "prompt compensation for all [of a 

driver's] economic losses," and to "ease the burden placed upon [New Jersey] courts by the present system." 

Governor's Signing Statement to A. 667 (L. 1972, c. 70). Subsequent measures addressed a perceived need to 

consider financial practicalities. At first, cost-shifting was the solution of choice. 

In 1977, the Legislature amended the No-Fault Law to limit insurers' exposure for PIP claims. L. 1977, c. 310. 

Insurers [*28]  were still responsible for providing benefits for the first $75,000 of a claim, but reimbursements above 

$75,000 were shifted to the Unsatisfied Claim and Judgment Fund (UCJF). N.J.S.A. 39:6A-4(a) (1977). 

The impetus for that amendment came from the consequences of the No-Fault Law's escalation of insurance 

premiums. To cover catastrophic injury claims, small-to mid-sized insurance companies were forced to buy 

reinsurance policies that were "not State regulated" and extremely costly -- an expense that trickled down to the 

consumer. Governor's Signing Message to S. 1380 (L. 1977, c. 310). The amendment was meant to strike a balance 

under which "accident victims w[ould] continue to receive full compensation for medical expenses and at the same 

time relieve[d] insurance companies of the financial burdens of unlimited medical expense coverage under the 

present law." See Senate Judiciary Comm. Statement to S. 1380 1 (L. 1977, c. 310). 

Despite that change, increases in the cost of insurance premiums did not subside. In an effort to "bring about long 

sought after reductions in premiums for New Jersey motorists," the Legislature passed the New Jersey Automobile 

Insurance Freedom of Choice and Cost Containment [*29]  Act of 1984. Governor's Signing Statement to A. 3981 (L. 

1983, c. 362). That amendment to the No-Fault Law offered a series of policy options to consumers, who could 

decrease their insurance coverage in exchange for a lower insurance premium. See N.J.S.A. 39:6A-4 (1984). 

The choices included allowing motorists to select policies with deductibles, N.J.S.A. 39:6A-4.3(a) (1984), and to 

forego coverage for lost wages, essential services, and funeral expenses, N.J.S.A. 39:6A-4.3(b) (1984), as well as a 

provision for limitations on lawsuits for noneconomic loss, N.J.S.A. 39:6A-8 (1984). The Legislature acknowledged 

that in some instances the foregone coverage would be replaced by another form of insurance, leaving the motorist 

fully covered. See, e.g., Sponsor's Statement to A. 3981 1 (L. 1983, c. 362) (noting that selecting PIP insurance with 

a deductible "permit[s] an insured to coordinate his automobile insurance coverage with other forms of health 

coverage"). However, the 1983 amendment did not require that a motorist have alternative insurance to make up for 

the waived benefits, marking the beginning of the Legislature's shift from a paramount priority of full coverage to one 

of cost containment. 

The high prioritization of cost containment continued with the [*30]  1988 amendments to the No-Fault Law. L. 1988, 

c. 119. The amendments were described as intended to rectify a system that was "grossly out of balance." Governor's 

Veto Statement to S. 2637 (3d Reprint) (Aug. 4, 1988). While the no-fault system was based on an "implicit promise" 

of "prompt payment of medical bills without regard for fault in exchange for a significant limitation on frivolous lawsuits 

for non-economic damages, such as pain and suffering," the then-existing $200 threshold for suits was too low to act 

as a sufficient curb. Ibid. 

The amendments increased thresholds for limitations on lawsuits. N.J.S.A. 39:6A-8 (1988). The legislative sponsor 

of the bill expressed the hope that those limitations would "promote availability and affordability of automobile 

insurance." Sponsor's Statement to S. 2637 1 (L. 1988, c. 119). Similarly, at signing, Governor Kean characterized 

the amendment as "a first step toward implementing changes in a system which has penalized New Jersey drivers 

and driven insurance costs beyond the reach of many motorists." Governor's Signing Statement to S. 2637 (L. 1988, 

c. 119). 

Two years later, the Legislature enacted further cost-containment measures via the "Fair Automobile [*31]  Insurance 

Reform Act of 1990." L. 1990, c. 8. In that act, the Legislature stated that the past reform of the No-Fault Law had 
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aspired to "provide to the motorists of the State a comprehensive [insurance scheme] that is equitable, efficient and 

economical." N.J.S.A. 17:33B-2(b) (1990). However, the findings acknowledged that it had "become increasingly 

obvious to the Legislature and the public that . . . one of the principal goals [of reform] ha[d] not been attained: 

economy." N.J.S.A. 17:33B-2(d) (1990). As part of the 1990 round of reforms, the Legislature moved from limitless 

required PIP coverage to $250,000 in PIP coverage, N.J.S.A. 39:6A-4(a) (1990), demonstrating the Legislature's 

willingness to create some gaps in coverage in an attempt to reap the benefits of widespread decreased premiums. 

C. 

1. 

Against that backdrop came the most recent amendments to the insurance law provisions that are at the heart of the 

instant case. Those alterations were part of a comprehensive set of legislative amendments accomplished through 

the Automobile Insurance Cost Reduction Act (AICRA). L. 1998, c. 21. 

The Legislature declared in AICRA's opening section that its goals were "to preserve the no-fault system, while at the 

same time reducing unnecessary costs [*32]  which drive premiums higher." N.J.S.A. 39:6A-1.1(b) (1998). It 

attributed those "unnecessary costs" to medical benefits, which were "overutilized for the purpose of gaining standing 

to sue for pain and suffering." Ibid. As a result of those unnecessary costs and the resulting increase in insurance 

premiums, the Legislature determined that "many lower-income residents . . . ha[d] been forced to drop or lapse their 

coverage." Ibid. 

The Legislature set out to maintain the system while cutting costs through AICRA's multi-pronged plan, which adhered 

to the recognized "philosophical basis of the no-fault system . . . a trade-off of . . . providing medical benefits in return 

for a limitation on the right to sue for non-serious injuries." Ibid. AICRA changed the arbitration process used for 

benefit disputes, N.J.S.A. 39:6A-5.1 (1998), established bases for determining whether treatments and diagnostic 

tests are medically necessary, N.J.S.A. 39:6A-4.7 (1998), revised the threshold for suits for noneconomic loss, 

N.J.S.A. 39:6A-8(b) (1998), and created insurance options with decreased coverage in exchange for lower premiums, 

N.J.S.A. 39:6A-3.1 (1998). 

2. 

With respect to the availability of decreased PIP coverage, provisions within AICRA take care to ensure that the 

decision to carry less-than-full [*33]  PIP coverage is an informed and conscious one. The statute requires that the 

"coverage election form" used to select an insurance plan contain "in 12-point bold type . . . that . . . election of a 

basic automobile insurance policy will result in less coverage than the $250,000 medical expense benefits coverage 

mandated" prior to AICRA. N.J.S.A. 39:6A-3.2(a) (1998); N.J.S.A. 39:6A-4.3(e) (1998). The same provision contains 

no requirement about discussion of private causes of action for that gap in coverage. The "Buyer's Guide" -- required 

to be given to all insurance consumers -- also contains no such information regarding private causes of action. The 

absence of that information, in a provision and a document whose purposes are to help drivers make a fully informed 

decision about their insurance options, most logically fits within a scheme that did not intend for private causes of 

action to exist. 

That reasoning formed part of the basis for this Court's decision in Roig, where a plaintiff sought to collect 

reimbursement for his out-of-pocket deductible and co-insurance costs from an allegedly negligent driver. 135 N.J. at 

501, 505, 641 A.2d 248. The Court noted that insurance companies were required to tell "policyholders that they 

should consider a high deductible [*34]  if they '[were] already covered by a health insurance policy or a health 

maintenance organization' because '[i]n most cases, those plans [would] pay part of the medical bills which auto 

insurance [would] not pay.'" Id. at 505, 641 A.2d 248 (alterations in original) (quoting N.J.A.C. 11:3-15.6). However, 

insurers were not required to inform drivers that "they could recover their below-deductible expenses from a third 
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party." Ibid. That choice, among other evidence of legislative intent, led this Court to conclude that the policies and 

purpose of the no-fault insurance scheme would be undermined if parties were allowed to sue in tort for deductibles 

and co-payments. Id. at 516, 641 A.2d 248. 

The protections surrounding the use of lower PIP coverage options are not limited to notice prior to selection. AICRA 

provided that full PIP coverage will be assumed for a driver, unless a lower option is "affirmatively chosen in writing." 

N.J.S.A. 39:6A-4.3(e) (1998). Further, once selected, the lower coverage option applies only to the named insured 

and household members who are not named insureds under another policy -- not to "any other person eligible for 

personal injury protection benefits required to be provided." N.J.S.A. 39:6A-4.3(f) (1998). Those provisions indicate 

that the Legislature was concerned [*35]  that people might be subject to the lower PIP coverage limits without making 

the conscious decision to do so -- a concern that would seem overblown if a private cause of action remained to 

recover any medical costs above the selected PIP ceiling. 

3. 

AICRA's Sponsor's Statement noted that "the overutilization of medical benefits under automobile insurance policies" 

was "the principal cause of the escalation in premiums in recent years." Senate Sponsor's Statement to S. 3 1 (L. 

1998, c. 21). To help control those costs, the Legislature determined to task the Division of Consumer Affairs' 

professional licensing boards with promulgating "a list of valid diagnostic tests to be used in conjunction with the 

appropriate health care protocols in the treatment of persons sustaining bodily injury." N.J.S.A. 39:6A-4.7 (1998); see 

also N.J. Coal. of Health Care Prof'ls, Inc. v. DOBI, 323 N.J. Super. 207, 223-24, 269-70, 732 A.2d 1063 (App. Div. 

1999) (upholding N.J.A.C. 11:3-4, which implemented N.J.S.A. 39:6A-4.7 and created "care paths" to "maintain 

quality of care while . . . discouraging medically unnecessary treatments and diagnostic tests" from being claimed 

under PIP policies). 

Additionally, disputes about the payment of benefits under an insured's PIP policy were kept out of the courts, and 

were instead required to proceed through a dispute resolution process [*36]  established by the Commissioner of 

Banking and Insurance. N.J.S.A. 39:6A-5.1 (1998). The entire regulatory scheme ensured that benefits were paid 

according to their medical necessity, keeping premiums at a manageable level, while preventing such claims from 

inundating the court system. 

Consistent with that effort to preserve the courts from inundation with numerous litigated matters concerning medical 

overutilization, medical necessity, and the like, AICRA also established new procedures and assigned considerable 

resources to combat fraud in the delivery of medical benefits. N.J.S.A. 17:33A-16 to -30 (1998). In exchange, AICRA 

provided a 3% premium reduction in auto insurance to account for "the effect of the enhanced insurance fraud 

provisions" of AICRA. N.J.S.A. 17:29A-51(a)(4) (1998). The anti-fraud provisions reinforced a legislatively anticipated 

shift away from litigation -- where the adversarial process previously was required to act as its own fraud filter. 

4. 

Although the enacted changes in AICRA provide best evidence of likely legislative intent, we note that the extrinsic 

aid of legislative history adds a bit more information on the subject of this appeal. 

AICRA's legislative history demonstrates that there was a legislative awareness [*37]  of the possibility of creating a 

gap in medical coverage should PIP coverage be lowered. At a meeting of the Joint Committee on Automobile 

Insurance Reform, the committee heard from a representative of the Association of Trial Lawyers of America-New 

Jersey. Testimony Regarding Personal Injury Protection (PIP) Reforms and Related Issues before the Joint Comm. 

on Auto. Ins. Reform, 36-64 (Jan. 22, 1998). The representative advocated for a repeal of the no-fault system or, in 

the alternative, for a $10,000 "med pay provision." Id. at 43. The representative acknowledged that the proposal would 

leave a gap of coverage between the proposed $10,000 med pay provision and the $75,000 threshold for coverage 
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under the UCJF, but explained that costs in that gap could "simply shift to the private health carriers and to Medicare." 

Ibid. 

In response to that proposal, a Joint Committee assemblyman voiced concerns about injured drivers "in the gap." Id. 

at 76. He urged that the committee should have more information about the number of drivers who would fall in this 

gap and should investigate the financial feasibility of lowering UCJF coverage to begin at $10,000 to close the gap. 

Ibid. However, even though that concern [*38]  was raised at the hearing, there was no discussion of creating a part 

no-fault, part-fault system by allowing for private rights of action for injuries over the $10,000 med pay. While in no 

way dispositive, the excerpted discussion demonstrated an awareness by the joint legislative committee that lowering 

permissible medical coverage could create a "gap" for some drivers -- which presumes the absence of other forms of 

reimbursement, such as suits in tort, to fill that gap.4 

IV. 

Because we do not find that the plain language of Section 12 is unambiguous and leads to only one interpretation, 

we approach the question at hand after careful consideration of the overall goals of the no-fault statutory scheme, its 

evolution, and the legislative history. HN9[ ] As in Roig, our interpretative task here must be guided by the principle 

that legislative intent controls and we must read statutes sensibly with "the controlling legislative intent . . . to be 

presumed as consonant to reason and good discretion." 135 N.J. at 515, 641 A.2d 248 (internal quotations omitted). 

And, "[i]n addition to the provision in question, we also consider the overall legislative scheme." SASCO 1997 NI, LLC 

v. Zudkewich, 166 N.J. 579, 586, 767 A.2d 469 (2001) (citing Fiore v. Consol. Freightways, 140 N.J. 452, 466, 659

A.2d 436 (1995)). 

Here, interpreting Section 12 to allow the admission of evidence of medical [*39]  expenses falling between the 

insured's PIP policy limit and the $250,000 PIP statutory ceiling transgresses the overall legislative design of the No-

Fault Law to "reduc[e] court congestion[,] . . . lower[] the cost of automobile insurance[,]" and most importantly, avoid 

fault-based suits in a no-fault system, as we previously acknowledged in Roig. 135 N.J. at 516, 641 A.2d 248. 

Based on the strong evidence of a legislative effort to avoid fault-based suits in the realm of medical expenses in the 

No-Fault Law, we cannot conclude that the Legislature clearly intended Section 12 to allow fault-based suits 

consisting solely of economic damages claims for medical expenses in excess of an elected lesser amount of 

available PIP coverage. As this Court concluded in Roig, to do so would be to "lose sight of the overwhelming goals 

of reducing court congestion and lowering the cost of automobile insurance."5 Ibid. Nor are we convinced that the

third paragraph was intended to suddenly authorize suits for economic damages for unpaid medical expenses merely 

44 The same Joint Committee meeting also sheds some light on the scope of the gap in coverage, as the Legislature understood

it to be. Senate President DiFrancesco, when referring to a statistic put forward that eighty-five percent of medical claims under 

PIP were for less than $10,000, stated that this figure was "basically in line with the information provided to us." Id. at 52. 

That statistic can support two inferences. One is that most medical claims would be captured even if the minimum PIP amount 

was reduced to $15,000, as it was. We acknowledge that inference also could suggest that, by allowing fault based claims for 

economic losses above the $15,000, such suits would not be so numerous. Thus, they would have less of an impact on judicial 

resources if the Legislature intended to allow for the introduction of fault-based, stand-alone claims for medical expenses over the 

more minimal PIP thresholds. However, the small percentage of claims affected also could be interpreted to demonstrate that the 

Legislature found the number of such claims that likely would fall on private health insurers to be a fair trade-off for the savings in 

premiums.

55 Even under the potential carve-out contemplated in Roig, deductibles and copayments would have necessarily been based on

charges already determined to be within the fee schedule and utilization framework of the cost-containment mechanisms of the 

PIP program. 
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because the definition of economic loss was amended. The thrust of that amendment does not support the full effect 

urged by plaintiffs -- namely, a right to bring a new cause of action where [*40]  before one could not. 

The extensive efforts to subject medical utilization and associated costs to careful review and control through AICRA's 

extensive regulatory programs and, to a lesser degree, its fraud prevention methods, would be undercut by the ability 

of a third party to sue for medical expenses above their PIP policy coverage limit but below the presumptive amount 

of $250,000. Those suits would commandeer the judicial resources that the arbitration system was enacted to 

preserve. And, as the NJDA highlights, trial courts would have no discernible basis to determine whether unpaid 

medical expenses are minor or how fee schedule adjustments or adjustments made pursuant to Medicare or Medicaid 

"would reduce the amounts actually recoverable to 'minor' amounts." Additionally, once in court, the plaintiff's suit 

could expand well beyond the administratively deemed medically-necessary treatments and diagnostic tests, 

fostering cottage industries of expensive litigation that are nowhere hinted at throughout the legislative development 

of AICRA. 

In fact, the result of plaintiffs' reading of AICRA could allow the unintended -- and, one could assert, absurd -- 

consequence whereby someone [*41]  who chooses a lower PIP coverage option could receive a higher overall 

reimbursement. For example, if a driver has $40,000 in treatment costs, but only $20,000 of those expenses are 

deemed medically necessary under AICRA, the driver would receive $20,000 in reimbursements and be considered 

fully reimbursed by the AICRA guidelines if he or she maintained the $250,000 "full coverage" policy. If, however, the 

driver had only $15,000 of PIP coverage, he or she would have a cause of action under plaintiff's interpretation of the 

statute for the remaining $5000 of medically necessary expenses and, with that, could bring suit against the other 

driver for the remaining costs that would not otherwise be reimbursable -- allowing the driver with less PIP coverage 

to, theoretically, receive a higher overall reimbursement. We cannot envision that the Legislature countenanced such 

results. 

We acknowledge the importance of the common law right to sue, but we reiterate that the Legislature's intent to 

abrogate the right of an injured party to have a day in court has underpinned the no-fault system since its inception. 

See Section III, supra. Under the No-Fault Law, the ability to sue is the exception, not the rule. Despite [*42]  the fact 

that other aspects of our automobile insurance law are fault-based (e.g., property damage and pain and suffering 

caused by bodily injury), the Legislature has consistently determined that medical costs are of a special breed. The 

Legislature has determined that the benefits of creating limited but automatic medical reimbursement for injured 

motor-vehicle-accident victims outweigh the ability of a minority of injured parties to recover larger amounts in tort. 

Accordingly, we conclude that the Appellate Division judgment must be reversed. The interpretation given to Section 

12 by the panel must, in our view, abide a time when the Legislature has more clearly indicated its intention. 

In closing, we recognize that there are plausible readings of AICRA -- such as those adopted by the Appellate Division 

and plaintiffs and their supportive amici -- that result in a different outcome than we come to today.6 Should the

Legislature disagree with our restrained interpretation of its statutory scheme, we invite the Legislature to make its 

intention to introduce fault-based suits into the no-fault medical reimbursement scheme more explicit. Without greater 

clarity of statutory language, we find any [*43]  other reading of AICRA results in too large of a shift from the historical 

66 We further recognize that, in at least one instance, a trial court adopted that interpretation as well. See Wise v. Marienski, 425

N.J. Super. 110, 124-25, 39 A.3d 947 (Law Div. 2011). To the extent that the parties argue that the Wise ruling, if incorrect, would 

have instigated action from the Legislature, we find that argument unconvincing. It would not be reasonable to import to the 

Legislature knowledge of every trial court decision. Moreover, the persuasive weight to be derived, if at all, from legislative inaction 

is undercut when other trial court decisions, such as those in the instant cases, reached an opposite conclusion. For similar 

reasons, it is inappropriate to speculate about the effect that a non-binding decision may or may not have had on the practice 

within a vicinage. Infra at     (slip op. at 16) (Albin, J., dissenting). 
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priorities and purposes of the statute.7 

V. 

The judgment of the Appellate Division is reversed and the matters are remanded to the trial courts for entry of their 

respective judgments of dismissal of the actions. 

CHIEF JUSTICE RABNER and JUSTICE SOLOMON join in JUSTICE LaVECCHIA's opinion. JUSTICE ALBIN filed 

a dissenting opinion, in which JUDGE FUENTES (temporarily assigned) joins. JUSTICES PATTERSON, 

FERNANDEZ-VINA, and TIMPONE did not participate. 

Dissent by: ALBIN 

Dissent 

JUSTICE ALBIN, dissenting. 

Today's opinion will have a catastrophic impact on the right of low-income automobile accident victims to recover 

their medical costs from the wrongdoers who cause their injuries. The decision leaves innocent automobile accident 

victims without the legal right to sue negligent and reckless drivers for recovery of their unpaid medical bills -- medical 

bills that will bankrupt some and financially crush others. The majority's mistaken interpretation of N.J.S.A. 39:6A-12 

will widen the divide among economic classes in our civil justice system. 

N.J.S.A. 39:6A-12 is intended to prevent a double recovery of damages. It is not intended to deny an automobile 

accident [*44]  victim a just recovery of damages. N.J.S.A. 39:6A-12 provides that an insured accident victim cannot 

sue the wrongdoer for the recovery of economic costs when the insured had been or will be paid those costs through 

Personal Injury Protection (PIP) coverage. That statute, however, also provides that "[n]othing in this section shall be 

construed to limit the right of recovery, against the tortfeasor, of uncompensated economic loss sustained by the 

injured party." N.J.S.A. 39:6A-12. Despite the absolute clarity of that language, the majority construes the statute "to 

limit the right of recovery, against the tortfeasor, of uncompensated economic loss sustained by the injured party." 

See ibid. 

The Legislature has gone to great lengths to make automobile insurance affordable to low-income residents, allowing 

them to opt for lesser PIP coverage in standard, basic, and special policies. The Legislature did not require low-

income accident victims to surrender their right to sue the wrongdoer for their uncompensated medical costs because 

they could not afford higher PIP coverage. The majority construes N.J.S.A. 39:6A-12 to bar an innocent automobile 

accident victim, only able to afford PIP benefit coverage of $15,000, from suing a wrongdoer [*45]  for unpaid medical 

expenses exceeding $15,000 but less than $250,000. Under the majority's interpretation, a victim with $15,000 in PIP 

coverage who suffers $249,000 in economic damages is unable to sue for $234,000 in unpaid medical costs. But an 

77 The dissent glosses over the legislative history to the no-fault system. That history reflects a decades-long attempt by the

Legislature to balance a number of factors regarding its medical reimbursement scheme, including maintenance of prompt PIP 

payment without regard to fault, reduced premiums, and cost containment. In addition, the dissent never acknowledges the 

extensive legislative efforts under AICRA to contain medical utilization and control costs and to keep disputes related to utilization 

and cost containment out of the courts and in arbitration instead. Although the dissent makes a passionate case for what it believes 

New Jersey's policy in this highly legislated area should be, infra at     (slip op. at 17) (Albin, J., dissenting), that is for the 

Legislature, not the court system, to decide. 
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affluent victim who can afford $250,000 in PIP coverage and who suffers economic damages of $250,100 can sue 

the tortfeasors for $100 in unpaid medical expenses. 

To reach that absurd result, the majority not only misreads the plain wording of N.J.S.A. 39:6A-12 and the legislative 

history of the No Fault Act, N.J.S.A. 39:6A-1 to -35, but also advances an interpretation of the law at complete odds 

with public policy. The majority's erroneous interpretation of the statute is not without a remedy. The Legislature can 

make clear that today's decision is not what it meant or ever envisioned. 

I therefore respectfully dissent. 

I. 

Joshua Haines and Tuwona Little suffered serious physical injuries caused by the alleged negligence of drivers who 

struck their vehicles. Haines and Little filed separate personal-injury lawsuits against the alleged wrongdoers to 

recover the unpaid medical expenses incurred for the treatment of their injuries. Haines's automobile insurance policy 

provided $15,000 [*46]  in PIP benefits. He accumulated $43,000 in medical expenses, leaving him with $28,000 in 

unreimbursed expenses. Little's automobile insurance policy provided $15,000 in PIP benefits. She accumulated 

$25,488 in medical expenses, leaving her with $10,488 in unpaid expenses. 

The majority has concluded that Haines and Little cannot sue for the recovery of the $28,000 and $10,488 in 

uncompensated economic losses that they suffered because of their wrongdoers' negligence. That result cannot be 

squared with the history of our common law and with our current statutes. 

A. 

Under the common law, a person injured by the negligent acts of another had an unqualified right to the recovery of 

medical expenses from the wrongdoer. See Sotomayor v. Vasquez, 109 N.J. 258, 261, 536 A.2d 746 (1988). At the 

inception of New Jersey's Automobile Reparation Reform Act (No Fault Act), an insured automobile accident victim 

had no need to sue for uncompensated medical expenses because the new law mandated that the victim's insurance 

carrier make "prompt 'payment of out-of-pocket medical expenses' without regard to fault." See DiProspero v. Penn, 

183 N.J. 477, 485, 874 A.2d 1039 (2005) (quoting Caviglia v. Royal Tours of Am., 178 N.J. 460, 466, 842 A.2d 125 

(2004)). "The No Fault Act ushered in 'a system of first-party self-insurance' . . ." Ibid. (quoting Caviglia, 178 N.J. at 

466, 842 A.2d 125). The new law required every automobile insurance [*47]  policy carrier to provide the named 

insured and his family household members "personal injury protection [PIP] benefits" -- medical expense benefits -- 

in the event they were injured in an automobile accident, regardless of their fault. Caviglia, 178 N.J. at 466, 842 A.2d 

125 (alteration in original) (quoting N.J.S.A. 39:6A-4.1). 

Unlike today, the first iteration of the No Fault Act required insurance carriers to provide unlimited PIP coverage. 

N.J.S.A. 39:6A-4 (1973). With unlimited PIP coverage, the law was designed as a true no-fault system for the payment 

of medical expenses. Nevertheless, an automobile accident victim still had the right to sue for noneconomic damages, 

such as pain and suffering, based on fault, if the victim suffered permanent injuries or incurred treatment costs of 

$200 or more. Caviglia, 178 N.J. at 467, 842 A.2d 125. Then, as now, the automobile tort system had fault and no-

fault components. In promoting the adoption of the No Fault Act, Governor William Cahill expressed confidence that 

the new law would "preserv[e] th[e] victim's right to full and adequate compensation." Governor William T. Cahill, 

Second Annual Message 55 (Jan. 11, 1972). From the beginning, our automobile tort system did not envision that a 

victim would be left with uncompensated medical costs while [*48]  the wrongdoer walked away scot-free. 

The bright hopes for our no-fault system did not match the financial reality. "In the decades that followed the birth of 

No Fault, the Legislature grappled with the intractable problem of the spiraling cost of automobile insurance." Caviglia, 

178 N.J. at 468, 842 A.2d 125. The Legislature repeatedly amended the No Fault Act, "seeking to achieve the elusive 
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balance of making premiums affordable while allowing injured automobile accident victims to pursue compensation 

for their injuries." DiProspero, 183 N.J. at 485, 874 A.2d 1039. 

In 1990, the cost of escalating insurance rates led the Legislature to cap for the first time medical expense (PIP) 

benefits at "$250,000[] per person per accident." N.J.S.A. 39:6A-4(a) (1990) (emphasis omitted); N.J.S.A. 17:33B-

2(d) (1990). Nothing in the amended law barred an automobile accident victim from suing the wrongdoer for 

uncompensated costs exceeding $250,000. The 1990 amendments to the No Fault Act did not solve the crisis of 

rising insurance premiums that made automobile insurance unaffordable for many residents. 

In 1998, the Legislature addressed again the climbing costs of automobile insurance coverage that caused many low-

income residents to forgo insurance entirely. With the passage of the Automobile Insurance Cost Reduction [*49]  Act 

(AICRA), N.J.S.A. 39:6A-1.1 to -35, the Legislature declared the need to make automobile insurance more affordable 

to low-income residents: 
The high cost of automobile insurance in New Jersey has presented a significant problem for many-lower income 

residents of the state, many of whom have been forced to drop or lapse their coverage in violation of the State's 

mandatory motor vehicle insurance laws, making it necessary to provide a lower-cost option to protect people by 

providing coverage to pay their medical expenses if they are injured. 

[N.J.S.A. 39:6A-1.1(b).] 

The Legislature determined that one means of achieving the goal of affordable automobile insurance for low-income 

residents was to give them the choice of reduced premium payments in exchange for lesser PIP benefit coverage. 

Ibid. AICRA allowed residents to select between a standard and basic insurance policy. A standard policy permits an 

insured, in exchange for reduced premiums, the option of choosing "[m]edical expense benefits in amounts of 

$150,000, $75,000, $50,000 or $15,000 per person per accident" instead of the default amount of $250,000. N.J.S.A. 

39:6A-4.3(e); N.J.S.A. 39:6A-4. The basic policy also provides PIP benefit coverage "in an amount not to exceed 

$15,000 per person" for non-catastrophic [*50]  injuries. N.J.S.A. 39:6A-3.1(a). 

In 2003, the Legislature established the "special policy," a new automobile insurance policy designed "to assist certain 

low income individuals in this State and encourage their greater compliance in satisfying the mandatory private 

passenger automobile insurance requirements." N.J.S.A. 39:6A-3.3(a) (2003). In exchange for the lowest possible 

premium, an insured can select the special policy, which provides medical expense benefits only for "payment of 

treatment for emergency care in an amount not to exceed $250,000 per person per accident." See N.J.S.A. 39:6A-

3.3(b)(1). 

The Legislature enacted AICRA and other amendments to make insurance more affordable -- not to deny our citizens 

the right to recover their medical costs. See Wise v. Marienski, 425 N.J. Super. 110, 126, 39 A.3d 947 (Law. Div. 

2011) ("[T]he provision for lesser amounts of coverage was to enable lower-income drivers to enter the no-fault 

system, not have them take on potentially insurmountable medical bills in the event of a serious accident, with no 

means of recovery."). None of the No Fault amendments suggested that the trade-off for low-income residents 

purchasing policies with PIP coverage of less than $250,000 -- the only policies they presumably could afford -- was 

that they must sacrifice their common law right to [*51]  sue for uncompensated medical expenses. 

B. 

From its inception, the No Fault Act barred an injured driver "from suing the tortfeasor for the very PIP benefits 

reimbursable through his own insurance carrier." Caviglia, 178 N.J. at 467, 842 A.2d 125; N.J.S.A. 39:6A-12 (1973). 

That ensured that the victim did not receive a double recovery, limited litigation over paid PIP benefits, and provided 

relief to congested court calendars. Roig v. Kelsey, 135 N.J. 500, 513, 641 A.2d 248 (1994). 
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The plain language of N.J.S.A. 39:6A-12 makes clear that an automobile accident victim who receives PIP benefits 

cannot sue the wrongdoer for reimbursed medical expenses. N.J.S.A. 39:6A-12 provides that "evidence of the 

amounts collectible or paid" under a standard, basic, or special automobile insurance policy "to an injured person, 

including the amounts of any deductibles, copayments or exclusions, including exclusions pursuant to [N.J.S.A. 

39:6A-4.3], otherwise compensated is inadmissible in a civil action for recovery of damages for bodily injury by such 

injured person." That statute further provides: "Nothing in this section shall be construed to limit the right of recovery, 

against the tortfeasor, of uncompensated economic loss sustained by the injured party." Ibid. 

"For decades, courts have repeatedly stated that the primary purpose of N.J.S.A. 39:6A-12 is to prevent double 

recovery [*52]  of damages." Wise, 425 N.J. Super. at 123, 39 A.3d 947 (collecting cases); see also Roig, 135 N.J. 

at 512, 641 A.2d 248 ("The fear of double recovery, i.e., collecting PIP benefits and recovering through a civil action, 

had been the earliest concern about cost control . . . ."). The statute prevents double recovery of damages by barring 

the introduction of "evidence of the amounts collectible or paid" under a standard, basic, or special automobile 

insurance policy in a civil action. See N.J.S.A. 39:6A-12. 

N.J.S.A. 39:6A-4, in conjunction with N.J.S.A. 39:6A-4.3, provides for five PIP coverage options in a standard 

automobile insurance policy: $15,000, $50,000, $75,000, $150,000, or $250,000. PIP coverage of $250,000 is the 

default option unless the insured "affirmatively chose[] in writing" a lesser PIP coverage option.1 N.J.S.A. 39:6A-

4.3(e). The majority takes the position that if the insured does not opt for $250,000 in PIP coverage, the insured with 

lesser-elected coverage cannot sue for unpaid medical benefits unless they exceed $250,000. 

Whether insureds select a special or basic policy, which provides minimal PIP coverage, or one of the non-default 

standard policy options, such as $15,000 PIP coverage, will likely depend on their income. A rational policyholder 

who can afford $250,000 PIP coverage likely will opt for that [*53]  form of self-insurance coverage because payment 

of medical expenses will not depend on the amount of liability insurance the wrongdoer carries or whether the 

wrongdoer is insolvent. 

The majority makes the fanciful argument that an insured with $15,000 in PIP benefits, who is permitted to sue for 

uncompensated economic loss up to $250,000, may be in a superior position to an insured with PIP coverage of 

$250,000. That argument ignores that those who are self-insured with $250,000 in PIP coverage do not have to go 

through the rigors, uncertainties, and expenses of the tort system for payment of their medical expenses if they are 

negligently harmed. The low-income resident with $15,000 in PIP coverage holds no preferred status under the 

legislative scheme. That person would not have the right to immediate recovery of medical costs unlike his affluent 

counterpart. That person would have to file a lawsuit and take discovery, and then prove liability and the 

reasonableness of medical bills before a jury -- a process that often takes years and with no certain outcome. See 

Wise, 425 N.J. Super. at 125, 39 A.3d 947. Insureds who can afford only $15,000 in PIP coverage do not reap a 

windfall because they have the burden of proving to [*54]  a jury, rather than a PIP arbitrator, that their medical 

expenses are reasonable and necessary. 

Low-income residents do not have options available to affluent residents -- such as the option to purchase a platinum 

automobile insurance policy. The Legislature cannot remove income inequality in our State. But it has given all 

residents injured in automobile accidents access to our justice system for the recovery of uncompensated medical 

costs caused by negligent wrongdoers. That is the point missed by the majority. 

11 For those who select the $150,000, $75,000, $50,000, or $15,000 PIP coverage options, PIP benefits are still payable "in an

amount not to exceed $250,000 for all medically necessary treatment of permanent or significant" injuries as defined in N.J.S.A. 

39:6A-4.3(e). 
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The majority's interpretation cannot be reconciled with the Legislature's mandate that "[n]othing in [N.J.S.A. 39:6A-

12] shall be construed to limit the right of recovery, against the tortfeasor, of uncompensated economic loss sustained

by the injured party," N.J.S.A. 39:6A-12, and that the definition of economic loss includes "uncompensated . . . medical 

expenses," N.J.S.A. 39:6A-2(k). 

Let us look at the tale of two insureds under the majority's interpretive regime. Insureds Amy and Bill suffer injuries 

caused by negligent drivers and both incur $245,000 in medical costs. Amy was able to afford $250,000 in PIP 

coverage and therefore her medical costs will be paid in a timely manner by her carrier. Bill was able to afford 

only [*55]  $15,000 in PIP coverage and is barred from suing the negligent driver who has $500,000 in liability 

insurance for the $230,000 in unpaid medical costs. Bill will have liens placed on his home, his wages will be 

garnished, and his life will be left in economic ruins despite the fact he was an innocent victim of a tragic accident. 

The wrongdoer and his insurance carrier under this regime walk free of the financial carnage left behind. 

Barring an automobile accident victim bound to the $15,000 PIP coverage option from seeking reimbursement of 

medical expenses exceeding $15,000 from the tortfeasor is not merely at odds with N.J.S.A. 39:6A-12's clear 

language, but also renders the statutory scheme inequitable and irrational -- a result that the Legislature did not 

intend. In the Haines case, a son was operating his father's car when he was injured in an accident due to the 

negligence of others. The son was bound to his father's selection of the $15,000 PIP coverage and left with 

approximately $28,000 in unpaid medical expenses that he could not recoup from the alleged wrongdoers. This unjust 

result has further unforeseen consequences. Healthcare providers may refuse to offer medical services if the 

payment [*56]  of their medical costs cannot be guaranteed. To the extent that some innocent victims of automobile 

accidents may turn to charity care, then the cost will be borne by all taxpayers. 

Even if N.J.S.A. 39:6A-12 were susceptible to two plausible interpretations, the "settled rule [is] that a statute in 

derogation of the common law must be strictly construed." Farmers Mut. Fire Ins. Co. of Salem v. N.J. Prop.-Liab. 

Ins. Guar. Ass'n, 215 N.J. 522, 545, 74 A.3d 860 n.6 (2013) (quoting Ross v. Miller, 115 N.J.L. 61, 64, 178 A. 771 

(Sup. Ct. 1935)). The right to sue a wrongdoer for the costs of injuries caused to an innocent victim is a hallmark of 

our common law. Jersey Cent. Power & Light Co. v. Melcar Util. Co., 212 N.J. 576, 594, 59 A.3d 561 (2013) 

("Negligence liability is rooted in fundamental, common-law 'social, moral and ethical policy' . . . ." (quoting Wytupeck 

v. Camden, 25 N.J. 450, 460, 136 A.2d 887 (1957))).

It bears mentioning that under N.J.S.A. 39:6A-8(b), an insured may select the "[n]o limitation on lawsuit option," which 

permits the filing of a lawsuit for pain and suffering of an indeterminate dollar value, regardless of whether the victim 

suffered permanent injuries. If Haines's father had selected the no limitation on lawsuit option, Haines theoretically 

could have recovered $28,000 in pain and suffering damages but, given the majority's interpretation of N.J.S.A. 39:6A-

12, not recover $28,000 in unpaid medical expenses. Looking at the statutory framework as a whole underscores the 

weakness of the majority's position. 

The majority states that [*57]  it "cannot conclude that the Legislature clearly intended N.J.S.A. 39:6A-12 to allow 

fault-based suits consisting solely of economic damages claims for medical expenses in excess of an elected lesser 

amount of available PIP coverage." Ante at     (slip op. at 30-31). Presumably, the majority's reasoning here would 

also bar tort victims with basic and special policies from suing for medical expenses of less than $250,000 because, 

like Haines and Little, those basic and special policyholders also had the option of purchasing a standard policy with 

the maximum $250,000 in benefits, but elected not to do so. 

The Legislature did not frame a statute that denied innocent automobile victims the right to sue for the recovery of 

their medical expenses merely because they could not afford to pay for a better insurance policy. It is not a fair trade-

off, as the majority argues, to deny an insured who can afford only $15,000 in PIP coverage the opportunity to recoup 

$235,000 in unpaid medical costs caused by a negligent wrongdoer. 
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MICHAEL DONAHUE 

Last, the Court's 1994 decision in Roig, 135 N.J. 500, 641 A.2d 248, does not command the inequitable outcome 

reached by the majority. In Roig, the Court construed the then-version of N.J.S.A. 39:6A-12 as prohibiting the victim 

of a motor vehicle accident [*58]  from recovering "from a tortfeasor the medical-expense deductible and twenty-

percent copayment under a personal-injury-protection (PIP) policy." Id. at 501, 641 A.2d 248. The Court reasoned 

that, in passing the no-fault scheme, "the Legislature intended to eliminate minor personal-injury-automobile-

negligence cases from the court system." Id. at 510, 641 A.2d 248. In Roig, the plaintiff was suing to recoup the 

deductible and copayment for less than $600 in medical expenses. Id. at 501, 641 A.2d 248. Cases such as Roig, in 

which plaintiffs might seek recovery of copayments and deductibles represent the type of minor personal-injury 

actions that the Court feared would clog an already congested civil court system. Id. at 515, 641 A.2d 248 ("[T]he 

Legislature did not intend that the insured could sue the tortfeasor for the minor amounts of unpaid deductibles and 

copayments."). The amounts at issue here are far from minimal. 

Significantly, four years after the Roig decision, the Legislature in 1998 made clear that the definition of economic 

loss in N.J.S.A. 39:6A-12 included uncompensated medical expenses, N.J.S.A. 39:6A-2(k) -- a move presumably 

intended to interdict the misguided interpretation that the majority now gives to the statute. 

At least since 2011, after Judge Grispin's decision in Wise, the Essex County vicinage [*59]  has operated under an 

interpretation of N.J.S.A. 39:6A-12 that allows accident victims to sue for uncompensated medical costs. Nothing in 

the record suggests that the machinery of justice in Essex County has come to a grinding halt or is even lumbering 

along. Moreover, our courts routinely handle claims of less than $3000 in the Small Claims Section of the Special 

Civil Part, R. 6:1-2(a)(2), and claims of less than $15,000 in the regular Special Civil Part, R. 6:1-2(a)(1), in all manner 

of cases. In a judicial system that opens the courthouse door to even minor claims, the denial of the right of an 

automobile accident victim to seek recovery of substantial amounts of uncompensated medical costs from the 

wrongdoer is inconsistent with notions of equal justice. 

II. 

Today's decision will have a devastating impact on low-income insureds who must settle for lesser PIP coverage 

options because they cannot afford the highest coverage. Because of their financial circumstances, those insureds 

are denied access to the courts to recover their uncompensated medical expenses from the wrongdoers who caused 

their injuries. Some automobile injury victims and their families may be bowed by crushing debt; others may be 

bankrupted. The message from [*60]  the majority opinion is that the innocent insured must bear the financial burden 

caused by the irresponsible wrongdoer. That perverse concept is not written into N.J.S.A. 39:6A-12, was not intended 

by the Legislature, and is completely foreign to our common law. 

The Legislature can fix the inequity read into the statute by the majority if it wishes to do so. 

For the reasons expressed, I respectfully dissent. 

End of Document
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